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Rules and Regulations 


Title 7 — AGRICULTURE 

Chapter I—Agricultural Marketing 
Service (Standards, Inspections, 
Marketing Practices), Department of 
Agriculture 

SUBCHAPTER D—REGULATIONS UNDER THE 
POULTRY PRODUCTS INSPECTION ACT 

p ART 81 — INSPECTION OF POULTRY 
AND POULTRY PRODUCTS 


Miscellaneous Amendments 

Under authority contained in the Poul¬ 
try Products Inspection Act (21 U.S.C. 
451 et seq.). the United States Depart¬ 
ment of Agriculture hereby amends the 
Regulations Governing the Inspection of 
Poultry and Poultry Products (7 CFR 
Part 81) as set forth below. 

Statement of considerations. The 
amendments increase the hourly rate for 
overtime and holiday inspection service 
from $5.00 per hour to $5.80 per hour and 
change the hourly rate of appeal inspec¬ 
tions which are found to be frivolous 
from $5.40 per hour to $5.80 per hour. 
The cost of overtime and holiday inspec¬ 
tion service is required by the Poultry 
Products Inspection Act to be paid for 
by applicants for inspection under the 
Act. This change is necessary due to the 
general salary increases of Federal em¬ 
ployees in October 1962 and January 
1964. the reclassification of certain in¬ 
spector positions, and determination that 
night differential is payable to employees 
who perform overtime work between the 
hours of 6:00 p.m. and 6:00 a.m. 

Prior to June 1,1960, the rate for over¬ 
time and holiday work was $5.40 per 
hour. This rate was established on a 
computed basis and, as experience was 
gained under the Act, was found to be 
too high. Accodingly, it was reduced, 
effective June 1,1960, to the current rate 
of $5.00 per hour. As a result of the 
prior high scale, a balance was accumu¬ 
lated in the fund. Due to salary in¬ 
creases and reclassifications of positions, 
the cost has, for some time, exceeded this 
to.OO charge. The balance in the over¬ 
time and holiday fund has been used to 
subsidize this insufficient charge. This 
lund has now been reduced by a sub¬ 
stantial amount, thus returning to the 
If of the earlier charge 

which was in excess of costs. Because 
the reasons previously mentioned and 
2*5?" the fund has now been reduced 
£ Minimum level advisable in ac¬ 
cordance with good fiscal procedure, it 
necessary to increase the rate, 
in 4 ’ 1964, there was published 

* EDERAL Register a notice of pro- 
siirrhf *® en toents which would make 
antn , anges In the sections concerning 
tip<? for Inspection service, facili- 

anr* ! qi ! lred at Processing plants and ice 
***? chilling. The proposal also 
tur Jf „ mln imum cooking tempera- 

in rvi° r heat Processed poultry rolls 
aer to Provide protection against 


non-spore forming pathogenic bacteria, 
for the exception from the requirements 
of foreign inspection certificates and 
port of arrival inspection of small quan¬ 
tities of imported poultry and poultry 
products entering this country exclusive¬ 
ly for the personal use of the consignee 
or for display or laboratory analysis by 
the consignee, and for the average basis 
weight, moisture absorption and size of 
giblet wrapping paper. Accordingly, the 
present amendments make the slight 
changes in the sections on application 
for inspection service, facilities required 
at processing plants and importations of 
small quantities of poultry products ex¬ 
clusively for the personal use of the 
consignee. Minimum cooking tempera¬ 
tures are established for heat processed 
poultry rolls and the average basis 
weight, moisture absorption and size of 
giblet wrapping material is specified. 

No change is being made in the section 
on ice and water chilling. The proposed 
change to this section was for the pur¬ 
pose of clarifying our present require¬ 
ments. During the time for receiving 
comments, the Department has found 
that the requirements are fully under¬ 
stood and need no further clarification. 
No substantive changes have been made 
in the proposed amendments of April 4 
but the wording has been changed in 
some sections for the sake of clarity. 

In addition, there are a number of 
sections and paragraphs included in the 
amendments solely for the purpose of 
effecting editorial changes which im¬ 
prove the format of the regulations. 
There are no other changes in these 
sections. Such sections and paragraphs 
are: §§ 81.14(g); 81.50(g); 81.71; 81.95 
(c); 81.120; 81.121; 81.129; 81.130(a) (6) ; 
81.156; 81.173; 81.204; 81.300; 81.301; 
and 81.309. Sections 81.2; 81.52(f); 

81.146; and 81.155 are deleted since they 
are no longer applicable and serve no 
useful purpose. 

The amendments are as follows: 

§ 81.2 [Deleted] 

1. Delete § 81.2 and the heading “Poul¬ 
try Products Inspection Act” preceding 
said section. 

2. Section 81.14 (a) (1), (2), and (5). 
(b)(2), (c)(13) and (e)(2) are hereby 
amended to read: 

§ 81.14 Approval of application for in* 

spection. 

# • * * • 

(a) Prints of drawings and specifica¬ 
tions to be furnished . (1) Applicants for 
inspection service may obtain informa¬ 
tion or assistance from the Inspection 
Service with respect to the requirements 
before submitting prints of drawings and 
specifications. 

(2) Four prints of drawings showing 
the features specified in this section 
shall be submitted to the Administra¬ 
tor. Photostats of drawings are not ac¬ 
ceptable. The drawings and prints shall 
be legible, made with sharp, clear lines, 
and properly drawn to scale and shall 


consist of complete floor plans and a plot 
plan. Elevations of all sides of all build¬ 
ings shall be shown on the drawings, 
or four copies of photographs showing 
all sides of all buildings shall accom¬ 
pany the original submission. Submis¬ 
sions consisting of more than one sheet 
shall be bound together at the left mar¬ 
gin in sets. 

• • * • ♦ 

(5) The sheets of paper on which 
prints of drawings are made shall not 
exceed a size of 34" x 44". The draw¬ 
ings, other than of the plot plan, shall 
be made to a scale of Vb” per foot. The 
plot plan may be drawn to a scale of not 
less than *&>" per foot. The drawings 
shall indicate the scale used and shall 
also indicate the floor shown (e.g. base¬ 
ment, first, or second). 

(b) Features required to be shown on 
floor plan. • • • 

(2) The name of the firm and address 
of the plant by street and street num¬ 
ber, or by other means properly identify¬ 
ing the location of the plant, shall be 
shown on each drawing the same as 
shown on the application for service 
(Form PY 500). 

* * * * • 

(c) Specifications. * * * 

(13) Approximate i;ate of production — 
for slaughtering and/or eviscerating 
establishments, indicate hourly rate of 
slaughter and/or evisceration for each 
class of poultry, and for other types of 
establishments, indicate pounds of each 
class or type of poultry products proc¬ 
essed per hour. 

• • • • • 

(e) Changes in drawings. • • * 

(2) Pasters of minor changes which 
may be affixed to the affected areas on 
the previously approved drawings in a 
manner not obscuring essential data. 
Paster drawings shall be prepared to the 
same scale and presented on a back¬ 
ground similar to that of the originally 
approved drawing. 

♦ * * * ♦ 

3. Section 81.14(g) is hereby repub¬ 
lished to read: 

§ 81.14 Approval of application for in¬ 
spection. 


(g> Survey and plant approval. Prior 
to the inauguration of the inspection 
service, a survey of the plant and prem¬ 
ises shall be made by a representative 
of the Inspection Service to determine if 
the plant is constructed and facilities 
are installed in accordance with the ap¬ 
proved drawings, specifications and the 
regulations in this part. The applica¬ 
tion for inspection service may be grant¬ 
ed and the plant may be approved by 
the Administrator only when these re¬ 
quirements have been met. The Admin¬ 
istrator may terminate plant approval of 
any official establishment in which in¬ 
spection service has been discontinued. 
• • • * • 
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RULES AND REGULATIONS 


4. Section 81.33(a) is hereby amend¬ 
ed to read: 

§ 81.33 Rooms and compartments. 

* • • • • 

(a) Refuse rooms. A separate refuse 
room, or other equally adequate facili¬ 
ties, shall be required in official estab¬ 
lishments where accumulations of refuse 
occur. Refuse rooms shall be entirely 
separate from other rooms in the estab¬ 
lishment, have tight fitting doors, be 
properly ventilated, and have adequate 
drainage and cleanup facilities, and the 
floors and walls to a height of six feet 
above the floor shall be impervious to 
moisture, and walls above that height, 
and ceilings, shall be moisture resistant. 

* * * • # 

-5. Section 81.35(b) (1), (2), and (3) 
are hereby amended to read: 

§ 81.35 Draining and plumbing. 

• • • * * 

(b) Sewage and plant wastes . (1) 

The sewer system shall have adequate 
slope and capacity to remove readily all 
waste from the various processing oper¬ 
ations and to minimize or, if possible, 
prevent stoppage and surcharging of the 
system. 

(2) Interceptor traps which are con¬ 
nected with the sewer system shall be 
suitably located, and not near any 
edible products department or in any 
area where products are unloaded from 
or loaded into vehicles. To facilitate 
cleaning, such traps shall have inclined 
bottoms and be provided with suitable 
covers. 

(3) Each floor drain shall be equipped 
with a deep seal trap and the plumbing 
shall be installed so as to prevent sew¬ 
age from backing up and flooding the 
floor, except that floor drains in areas 
not regularly washed down will be ac¬ 
ceptable without deep seal traps: Pro¬ 
vided, That such drains are connected 
to secondary drainage systems discharg¬ 
ing into a safe sink or basin (air gap) 
that is properly trapped and vented: 
And provided further , That such drains 
accomplish the objectives and intent of 
this paragraph. 

• * * » • 

6. Section 81.50(d) is hereby amended 
to read: 

§ 81.50 Temperatures and cooling and 

freezing procedures. 

(d) Cooling giblets. Giblets shall be 
chilled to 40° P. or lower within 2 hours 
from the time they are removed from 
the inedible viscera, except that when 
they are cooled with the carcass the re¬ 
quirements of paragraphs (b) (2) and 
(f)(4) of this section shall apply. Any 
of the acceptable methods of chilling the 
poultry carcass may be followed in cool¬ 
ing giblets, except that unwrapped livers 
shall not be cooled in agitated ice and 
water chilling media for a period in ex¬ 
cess of 20 minutes, but may be cooled in 
perforated containers which are im¬ 
mersed in noncirculated ice and water 
chilling media: Provided, That the livers 
are removed from the chilling containers 
when their temperature has been 
lowered to 40° F. When ready-to-cook 
birds are to be consumer packaged, the 
giblets shall be handled in a manner 
that will prevent free water from being 


included in the giblet package. The 
average basis weight of giblet wrapping 
material shall be not more than 30 
pounds per standard ream (24" x 36"— 
500 sheets) when tested in accordance 
with the Technical Association of the 
Pulp and Paper Industry (T.A.P.P.I.) 
Standard T-410. Test samples shall be 
conditioned in accordance with 
T.A.P.P.I. Standard T-402. The sample 
to be tested shall consist of 10 sheets 
representative of the shipment or lot, 
and individual sheets within the sample 
may vary within normal tolerance from 
the required basis weight, but the aver¬ 
age of the sample (10 sheets) shall not 
weigh in excess of 30 pounds per stand¬ 
ard ream (24" x 36"—500 sheets). The 
moisture absorption shall not exceed 
200 percent of the dry weight (as con¬ 
ditioned in accordance with T.A.P.P.I. 
Standard . T-402) and giblet wrappers 
(uncreped) shall not exceed the follow¬ 
ing sizes or equivalents: Chickens and 
Ducks, 9" x 12", Turkeys, 12" x 14". 

• * • • • 

7. Paragraph 81.50(g) is hereby re¬ 
published to read: 

(g) Ice-pack containers . When poul¬ 
try is ice packed in barrels or other con¬ 
tainers, the barrels and containers shall 
be covered and shall have an adequate 
number of drain holes to permit the 
water to drain out. Howevfer, the Ad¬ 
ministrator, upon written request and 
under such conditions as he may pre¬ 
scribe, may approve the shipment of 
poultry in operational type containers, 
such as chill tanks or lugs, from one 
official establishment to another official 
establishment for further processing. 

8. Delete § 81.52(f). 

9. Section 81.71 is hereby republished 
to read: 

Post-Mortem Inspection 
§ 81.71 Evisceration. 

No viscera or any part thereof shall be 
removed from any dressed poultry which 
is to be processed under inspection in 
any official establishment, except at the 
time of evisceration and inspection. 
Each carcass to be eviscerated shall be 
opened so as to expose the organs and 
the body cavity for proper examination 
by the inspector and shall be prepared 
immediately after inspection as ready- 
to-cook poultry. If a carcass is frozen, 
it shall be thoroughly thawed before 
being opened for examination by the in¬ 
spector. Each carcass, or all parts com¬ 
prising such carcass, shall be examined 
by the inspector. However, the Admin¬ 
istrator may, whenever he deems it ad¬ 
visable and under such conditions as he 
may require to carry out the purposes of 
the act, authorize the removal, from any 
carcass or parts thereof, prior to inspec¬ 
tion, of any part which will not be used 
in the preparation of any edible product. 

10. Section 81.95(c) is hereby repub¬ 
lished to read : 

RE INSPECTION AND INGREDIENTS 

§ 81.95 Reinsertion of poultry prod¬ 
ucts; ingredients. 

• • • * * 

(c) All substances and ingredients 
used in the manufacture or preparation 
of any poultry product shall be clean. 


sound, wholesome, and fit for human 
food. Liquid and frozen egg products 
used in the preparation of any poultry 
product shall have been prepared under 
continuous inspection of the Depart¬ 
ment. 

• • • * » 

11. Section 81.98 is hereby amended to 
read: 

Appeals 

§ 81.98 Appeal inspections; how made. 

Any person receiving inspection serv¬ 
ice may, if dissatisfied with any decision 
of an inspector relating to any inspec¬ 
tion, file an appeal from such decision: 
Provided , That such appeal is filed with¬ 
in 48 hours from the time the decision 
was made. Any such appeal from a de¬ 
cision of an inspector shall be made to 
his immediate superior having jurisdic¬ 
tion over the subject matter of the ap¬ 
peal. Review of such appeal findings, 
when requested, shall be made by the 
immediate superior of the employee of 
the Department making the appeal in¬ 
spection. The cost of any such appeal 
shall be borne by the appellant if the 
Administrator determines that the ap¬ 
peal is frivolous. The charges for such 
frivolous appeal shall be at the rate of 
$5.80 per hour for the time required to 
make the appeal inspection. 

12. The center heading preceding 
§ 81.100 is hereby amended to read: 

Canning or Cooking Requirements 


13. Add a new § 81.101 to read: 

§ 81.101 Cooking of poultry rolls re¬ 
quired* 

When poultry rolls are heat processed 
in any manner, cured and smoked poul¬ 
try rolls shall reach an internal tem¬ 
perature of at least 155° F. prior to being 
removed from the cooking media, and all 
other poultry rolls shall reach an inter¬ 
nal temperature of at least 160 c F. prior 
to being removed from the cooking 
media. 


14. Sections 81.120 and 81.121 are 
hereby republished to read: 


§ 81.120 Special procedure or requirc- 
mentM as to certification of slaugh¬ 
tered poultry for export to certain 
countries. 

When export certificates are required 
by any foreign country for slaughtered 
poultry exported to such country, the 
Administrator shall prescribe or approve 
the form of export certificate to be used 
and the methods and procedures as he 
deems appropriate with respect to the 
preparation and transportation of suen 
poultry, in order to comply with require¬ 
ments specified by the foreign count! y 
regarding the exported products. 


\ 81.121 Poultry inspection certificate*: 
issuance and disposition. 

(a) Upon the request of an interested 
>arty, any veterinary inspector is aut¬ 
horized to issue a poultry inspection 
:ertiflcate with respect to any lot o 
iressed poultry inspected by him. ha 
:ertificate shall be signed by the ins ^°r‘ 
or who made the inspection covered . 
he certificate, and if more than one - 
pector participated in the 
he lot of poultry, each such 
hall sign the certificate with respect to 
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covered by a certificate was made by a 
lav inspector, such certificate shall also 
be signed by the station supervisor or by 
the inspector in charge of the substation 
when such inspection was made. Any 
inspector is authorized to issue a poultry 
inspection certificate with respect to any 
poultry product inspected by him. 

(b) The original and one copy of each 
poultry inspection certificate shall be is¬ 
sued to the applicant who requested such 
certificate, one copy shall be forwarded 
to the Area Supervisor, and one copy 
shall be retained by the inspector for 
filing. The inspector who issues any in¬ 
spection certificate is authorized to fur¬ 
nish an additional copy of such certifi¬ 
cate upon the request of an interested 
party. 

15. Section 81.129 is hereby repub¬ 
lished to read: 

§81.129 Wording and form of llie in¬ 
spection mark. 

Except as otherwise authorized, the 
inspection mark required to be used with 
respect to inspected poultry products 
shall include wording as follows: “In¬ 
spected for wholesomeness by U.S. De¬ 
partment of Agriculture.” This wording 
shall be contained within a circle. The 
form and arrangement of such wording 
shall be exactly as indicated in the ex¬ 
ample in Figure 1, except that the appro¬ 
priate plant number shall be showm, and 
if the plant number appears elsewhere 
on the labeling material in the manner 
prescribed in § 81.130(a) (6), it may be 
omitted from the inspection mark. The 
Administrator may approve the use of 
abbreviations of such inspection mark; 
and such approved abbreviations shall 
have the same force and effect as the in¬ 
spection mark. The inspection mark, or 
the approved abbreviation thereof, shall 
be printed on consumer packages, or on 
a label to be securely affixed to such 
packages. The inspection mark, or ap¬ 
proved abbreviation thereof, shall be ap¬ 
plied to shipping containers and may be 
printed or stenciled thereon, but shall 
not be applied by rubber stamping. 



Figure 1. 

n „!®: Section 81.130(a) (6) is hereby re- 

Published to read: 


§81.130 Wording nnd IhIk-Ik. 

(a) • ♦ * 

' 6 > The Plant number of the offic 
in™ 5l ‘ sl 2 nent to which the product v 
(hspected, either within the official i 


spection mark or clearly visible and in 
close proximity elsewhere on the exterior 
of the container, or in the case of canned 
product, the plant number may be em¬ 
bossed on the lid of each can. In the 
case of nontransparent consumer pack¬ 
ages such as cartons, the plant number 
may be legibly printed thereon or it may 
be shown on an insert label placed on top 
of the product within the package. In 
the case of transparent wrappers, the 
plant number may be shown on an insert 
label and so placed under the transpar¬ 
ent covering that it will be clearly visible 
and legible. 

• * * • * 

§81.146 [Deleted] 

17. Delete § 81.146. 

§81.155 [ Deleted 1 

18. Delete § 81.155. 

19. Section 81.156 is hereby repub¬ 
lished to read: 

§ 81.J56 Distribution of inspected prod¬ 
uels to small lot buyers. 

For the purpose of facilitating the dis¬ 
tribution in commerce of inspected 
poultry products to small lot buyers 
(such as small restaurants), distributors 
or jobbers may remove inspected poultry 
products from shipping containers or 
immediate containers, other than con¬ 
sumer packages, and place them into 
other shipping containers which do not 
bear the inspection mark: Provided , That 
the individual carcasses or consumer 
packages of the poultry products bear the 
inspection mark and the plant number 
of the establishment that processed such 
products: And provided further , That the 
shipping container is marked with the 
name and address of the distributor or 
jobber and bears the statement “The 
poultry product contained herein was in¬ 
spected by the U.S.D.A." However in 
lieu of such statement the container of 
imported products shall bear a state¬ 
ment that “The products contained 
herein have been approved for importa¬ 
tion under P.P.I.A.” 

20. Section 81.170 is hereby amended 
to read: 

§ 81.170 Overtime inspection service. 

When operations in an official estab¬ 
lishment require the services of inspec¬ 
tion personnel beyond their regularly 
assigned tour of duty on any day, or on a 
day outside the established schedule, 
such services are considered as over¬ 
time work. The official establishment 
shall give reasonable advance notice to 
the inspector in charge for any overtime 
service necessary and shall pay the Sec¬ 
retary for such overtime at a rate of 
$5.80 per hour to cover the cost thereof. 

21. Section 81.171(a) is hereby amend¬ 
ed to read: 

§ 81.171 Holiday inspection service. 

(a) When an official establishment 
requires inspection service on a holiday, 
such service is considered holiday work. 
The official establishment shall, in ad¬ 
vance of such holiday work, request the 
inspector in charge to furnish inspection 
service during such period and shall pay 
the Secretary therefor at the rate of 
$5.80 per hour. Service in excess of 8 
hours for that day is considered over¬ 


time and shall be paid for at the over¬ 
time rate. 

• • • • * 

22. Section 81.172 is hereby amended 
to read: 

§ 81.172 Supervisor overtime or holiday 
service. 

When, because an establishment re¬ 
quires overtime service as provided in 
§ 81.170 or requires holiday service as 
provided in § 81.171, a station supervisor 
(veterinarian) is required to work over¬ 
time or on a holiday, in the establish¬ 
ment, in order to supervise the service or 
to make final condemnation, the estab¬ 
lishment shall pay the Secretary for such 
overtime or holiday work at the rate of 
$5.80 per hour. 

23. Section 81.173 is hereby repub¬ 
lished to read: 

§ 81.173 Basis of hilling establishments. 

Overtime and/or holiday services shall 
be billed to the official establishments on 
the basis of each 15 minutes of overtime 
and/or holiday service performed by each 
inspector including supervisor providing 
such service to the establishment, except 
that when an official establishment re¬ 
quires the services of an inspector after 
he has completed his day’s assignment 
and left the establishment or when he is 
called back to duty on a day outside of 
the established normal operating sched¬ 
ule or on a holiday, the official establish¬ 
ment shall pay for a minimum of two 
hours’ service at the applicable estab¬ 
lished rate. Bills are payable upon re¬ 
ceipt and become delinquent immediately 
following the end of the month in which 
they were rendered. Overtime or holi¬ 
day inspection service will not be per¬ 
formed at any establishment that is 
delinquent and processing operations 
shall be confined to the regular operating 
schedule of the establishment. 

24. The heading preceding § 81.200 is 
hereby amended to read: - 

Exemptions 

25. Section 81.204 is hereby repub¬ 
lished to read: 

§ 81.204 Effect of exemptions on other 
persons. 

Whenever a slaughterer or processor is 
granted an exemption under § 81.203 
with respect to the slaughtering or proc¬ 
essing of any poultry or poultry prod¬ 
ucts under this subpart, under specified 
conditions, the sale, offer for sale, trans¬ 
portation and other handling in com¬ 
merce by any person of such poultry 
and poultry products in accordance with 
such conditions is hereby authorized, ex¬ 
cept as restricted by the act. 

26. The heading preceding § 81.300 is 
hereby amended to read: 

Imports 

27. Section 81.300 is hereby repub¬ 
lished to read: 

§ 81.300 Requirements for importation 
into United States; definition of 
United States. 

Slaughtered poultry or poultry prod¬ 
ucts may be imported into the United 
States from any foreign country only in 
accordance with the regulations in this 
subpart. Dressed poultry may be im¬ 
ported into the United States only if it 
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is consigned to an official establishment 
for inspection under the act. The term 
“United States/* as used in this subpart, 
means the States, the District of Colum¬ 
bia and Puerto Rico. 

28. Section 81.301(a) is hereby re¬ 
published to read: 

§ 81.301 Eligibility of foreign countries 
for importation of products into the 
United States. 

(a) Whenever it is determined by the 
Administrator that the system of poultry 
inspection maintained by any foreign 
country is the substantial equivalent of 
the system maintained by the United 
States, notice of that fact will be given 
by listing the name of such foreign 
country in paragraph (b) of this section. 
Thereafter slaughtered poultry and 
poultry products from the countries so 
listed shall be eligible, subject to the pro¬ 
visions of this subpart and other appli¬ 
cable laws and regulations, for importa¬ 
tion into the United States. Such prod¬ 
ucts to be imported into the United 
States from these foreign countries must 
meet, to the extent applicable, the same 
standards and requirements that apply 
to comparable domestic products as set 
forth in the regulations in this entire 
part. Slaughtered poultry and poultry 
products from foreign countries not 
listed herein are not eligible for importa¬ 
tion into the United States, except as 
provided by § 81.311. In determining 
whether the inspection system of a for¬ 
eign country is the substantial equiva¬ 
lent of the system maintained by the 
United States, the Administrator shall 
review the inspection regulations of the 
foreign country and make a survey to 
determine the manner in which the in¬ 
spection system is administered within 
the foreign country. The survey of the 
foreign inspection system may be expe¬ 
dited by payment by the interested Gov¬ 
ernment agency in the foreign country 
of the travel expenses incurred in mak¬ 
ing the survey. 

• • • * * 

29. Section 81.309 is hereby repub¬ 
lished to read: 

§ 81.309 Labeling of consumer pack¬ 
ages of product for importation. 

(a) Consumer packages of product 
offered for importation shall bear a label, 
printed in English, showing (1) the name 
of product; (2) the name of the country 
of origin preceded by the words "Prod¬ 
uct of/’ which statement shall appear 
immediately under the name of the prod¬ 
uct; (3) the word "Ingredients" followed 
by a list of the ingredients in case of 
product fabricated from two or more in¬ 
gredients, including a declaration of arti¬ 
ficial flavors, colors, or preservatives, if 
any; (4) the name and place of business 
of manufacturer, packer or distributor, 
qualified by a phrase which reveals the 
connection that such person has with 
the product; (5) an accurate statement 
of the quantity of contents; (6) the in¬ 
spection mark of the country of origin; 
and (7) the plant number of the estab¬ 
lishment at which the product was 
prepared. 

(b) The labels shall not be false or 
misleading in any respect. 


30. Section 81.311 is hereby amended 
to read: 

§81.311 Small importations for con¬ 
signee's personal use, display, or 
laboratory analysis. 

Any product (other than dressed 
poultry which is forbidden entry by 
other Federal law or regulation) which 
is offered for importation in quantities of 
less than 10 pounds net weight, exclu¬ 
sively for the personal use of the con¬ 
signee, or for display or laboratory 
analysis by the consignee, and not for 
sale or distribution; which is sound, 
healthful, wholesome, and fit for human 
food; and which is not adulterated and 
contains no substance not permitted by 
the Act or regulations in this part, may 
be admitted into the United States with¬ 
out a foreign inspection certificate, and 
such product is not required to be in¬ 
spected upon arrival in the United States 
and may be shipped to the consignee 
without further restriction under this 
part: Provided , That the Department 
may, with respect to any specific impor¬ 
tation, require that the consignee certify 
that such product is exclusively for the 
personal use of said consignee, or for 
display or laboratory analysis by said 
consignee, and not for sale or distri¬ 
bution. 

31. The heading for Subpart B pre¬ 
ceding § 81.400 is hereby amended to 
read: 

Subpart B—Interpretations and 
Statements of Policy 

(Sec. 14, 71 Stat. 447; 21 U.S.C. 463; 19 F.R. 
74, as amended) 

Except for the increase in the hourly 
rates for overtime and holiday inspection 
service and the hourly rate for appeal 
inspections which are found to be frivo¬ 
lous. notice has been published with re¬ 
spect to the amendments of the regula¬ 
tions which are substantive in nature and 
affect the rights of individuals. Regard¬ 
ing the changes in the rates, the Poultry 
Products Inspection Act requires that the 
cost of overtime and holiday inspection 
service be borne by the applicant. The 
facts upon which the determinations with 
respect to charges necessary to cover 
overtime and holiday inspection costs are 
made are not available to the industry, 
but are peculiarly within the knowledge 
of the Department. Therefore, public 
rule making would not result in the De¬ 
partment receiving data and facts on 
this matter. The other changes in the 
regulations which were not included in 
such notice of rule making are nonsub¬ 
stantive in nature and do not affect the 
rights of any person. Affected persons 
do not need time in which to conform 
their operations to the new requirements 
and the changes in rates should become 
effective July 1,1964, for the sake of uni¬ 
formity of accounting. Accordingly, 
under section 4 of the Administrative 
Procedure Act (5 U.S.C. 1003), it is found 
upon good cause that notice and public 
procedure with respect to the nonsub¬ 
stantive changes and the changes in 
hourly rates included in the amendments 
are impracticable and unnecessary, and 
good cause is found for making all the 
amendments effective less than 30 days 


after publication in the Federal 
Register. 

Issued at Washington, D.C., this 8th 
day of June, 1964, to become effective on 
July 1,1964. 

G. R. Grange, 
Deputy Administrator 
Marketing Services. 

(F.R. Doc. 64-5819; Filed, June 12, 1964; 
8:45 a.m.] 


Chapter VII—Agricultural Stabiliza¬ 
tion and Conservation Service 
(Agricultural Adjustment), Depart¬ 
ment of Agriculture 

SUBCHAPTER B—FARM MARKETING QUOTAS 
AND ACREAGE ALLOTMENTS 
(Arndt. 8] 

PART 724—BURLEY, FLUE-CURED, 
FIRE-CURED, DARK AIR-CURED, 
VIRGINIA SUN-CURED, CIGAR- 
BINDER (TYPES 51 AND 52), CIGAR- 
FILLER AND BINDER (TYPES 42, 43, 
44, 53, 54, AND 55) AND MARY¬ 
LAND TOBACCO 


Subpart—Tobacco Allotment and 
Marketing Quota Regulations, 
1963-64 and Subsequent Market¬ 
ing Years 


Miscellaneous Amendments 


1. Basis and purpose. The amendment 
contained herein is issued pursuant to 
the Agricultural Adjustment Act of 1938. 
as amended (7 U.S.C. 1281 et seq.), and 
is made for the purpose of amending the 
Tobacco Allotment and Marketing Quota 
Regulations for the 1963-64 and Subse¬ 
quent Marketing Years (27 FR. 8937, 
9211, 10743; 28 F.R. 7757, 8018, 9144, 
11049;29 F.R. 1315, 6520). 

The amendment (1) clarifies the defi¬ 
nition of a new farm, (2) provides that 
the marketing recorder shall enter the 
seller’s name(s) on the “county copy*’ of 
the sale memo only when the name(s) of 
the person(s) shown on the floor sheet 
as seller does not include the last name 
of the person to whom the marketing 
card was issued, and (3) establishes the 


pasic penalty rates for the 1964-65 mar¬ 
keting year for all kinds of tobacco ex¬ 
cept Maryland tobacco. As sales of the 
L963 crop of Maryland tobacco are now 
inderway and sales of the 1964 Flue- 
:ured tobacco crop will soon begin, it 
s necessary that the part of this amend- 
nent which relates to the sale memo be 
nade effective at the earliest possible 
late. Furthermore, the change in the 
iefinition of a new farm is for clarinca- 
don only and the basic penalty rate ioi 
ill kinds of tobacco is the result of ;a f 
nathematical calculation provided for by 
,he Act. Accordingly, it is hereby found 
ind determined that compliance with tne 
lotice, public procedure, and effective 
late requirements of section 4 of the Aa- 
ninistrative Procedure Act (5 U-k- • 
1003) is impracticable and contrary to 
he public interest, and the a ® end ^^ 
jontained herein shall be effective ui 
publication in the Federal Register. 

2. The Tobacco Allotment and Market- 


^__i., 4fnr fhp 
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and Subsequent Marketing Years (27 
FR. 8937. 9211. 10743; 28 F.R. 7757, 8018, 
9144 , 11049; 29 F.R. 1315, 6520) are 
hereby amended as follows: 

a. Paragraph (p), as amended, of 
§ 724.51 is amended to read as follows: 

§ 724.51 Definitions. 

• • » * * 

fp) “New farm” means a farm for 
which a tobacco allotment is established 
in the current year and for which there 
is no t obacco history acreage in the base 
period. If, in accordance with appli¬ 
cable law and regulations, no tobacco 
acreage allotment was determined for 
the farm for any year of the base period, 
any production of tobacco on such farm 
during the base period shall not be con¬ 
sidered in determining whether the farm 
is a new farm. The term “tobacco his¬ 
tory acreage” as used in this paragraph 
shall be as defined and explained in 
§ 724.55. 

• • • ♦ • 

b. Paragraph (f) of § 724.90 is 
amended to read as follows: 

§721.90 Identification of marketing*, 
excluding cigar tobacco. 

* • « • • 

(f) Recording names of additional 
producers. The marketing recorder 
shall enter the seller’s name(s) on the 
“county copy” of the sale memo when 
the name(s) of the person(s) shown on 
the floor sheet as seller does not include 
the last name of the person to whom the 
marketing card was issued. 

♦ • * • * 

c. Section 724.92, as amended, is 
amended to read as follows: 

§ 724.92 Rate of penalty. 

(a) Basic rate. The basic penalty 
rate shall be equal to seventy-five (75) 
percent of the average market price for 
the kind of tobacco for the immediately 
preceding marketing year as determined 
by the Crop Reporting Board, Statistical 
Reporting Service, United States Depart¬ 
ment of Agriculture. The rate of pen¬ 
alty will be determined for each 
marketing year and announced by 
amendment to the regulations of this 
subpart. 

(b) 1962-63 average market price. 
The average market price as determined 
iq lhe Crop Reporting Board for the 
1962-63 marketing year was: 

Average Market Price 


Rate op Penalty 

Cents per 


Kind ol tobacco: pound 

Burley_ 44 

Flue-cured_ 45 

Fire-cured (type 21)_ 29 

Fire-cured (types 22. 23, and 24)__ 29 

Dark air-cured_ 27 

Virginia sun-cured_ 28 

Cigar-filler and binder (types 42. 43. 

44, 53 , 54, and 55). 22 

Cigar-binder (types 51 and 52)_ 36 

Maryland_ 41 


(d) 1963-64 average market price. 
The average market price as determined 
by the Crop Reporting Board for the 
1963-64 marketing year was: 

Average Market Price 

Cents per 


Kind of tobacco: pound 

Burley_ 59.1 

Flue-cured_ 58. 0 

Fire-cured (type 21)- 35.5 

Fire-cured (types 22. 23, and 24)_ 36. 9 

Dark air-cured_ 33.3 

Virginia sun-cured- 31.4 

Cigar-filler and binder (types 42, 43. 

44. 63. 54. and 55). 29.8 

Cigar-binder (types 51 and 52)- 45.9 

Maryland_ (*) 


1 Will be issued by amendment to the regu¬ 
lations of this subpart. 

(e) 1964-65 rate of penalty per pound. 
The penalty rate per pound upon mar¬ 
ketings of excess tobacco subject to 


marketing quotas during the 1963-64 

marketing shall be: 

Rate of Penalty 

Cents per 

Kind of tobacco: pound 

Burley_ 44 

Flue-cured - 43 

Fire-cured (type 21)_ 27 

Fire-cured (types 22. 23, and 24)— 28 

Dark air-cured_ 25 

Virginia sun-cured_ 24 

Cigar-filler and binder (types 42, 43. 

44. 53. 54. and 55)._ 22 

Cigar-binder (types 51 and 52)_ 34 

Maryland_ (*) 

1 Will be Issued by amendment to the regu¬ 
lations of this subpart. 


(Secs. 314. 375, 52 Stat. 48. as amended, 66. 
as amended; 7 U.S.C. 1314, 1375) 

Effective date. Date of publication in 
the Federal Register. 

Signed at Washington, D.C., on June 
10, 1964. 

E. A. JAENKE, 

Acting Administrator, Agricul¬ 
tural Stabilization and Con¬ 
servation Service. 

(FR. Doc. 64-5899; Filed, June 12. 1964; 
8:49 a.m.] 


M Cents per 

Kind of tobacco: pound 

2. urle y-. .. 98. 5 

^ue-cured_ 60.1 

Fire-cured (type 21)_ZIIZIZI 38! 8 

rire-cured (types 22, 23, and 24).. 38.7 

Ufcrk air-cured _ 36.2 

Vrginia sun-cured... 37.4 

cigar-filler and binder (types 42, 43. 

44 53. 54, and 55)... 29.0 

^gar-binder (types 51 and 52). 48. 5 

Mar yiand. ... 56>2 


Thr° rQ te of penalty per pound. 

penalty per pound upon marketings 
m„ft XCess tobacco subject to marketing 
XaK 8 the 1963 " 64 mar keMng 


Chapter IX—Agricultural Marketing 
Service (Marketing Agreements and 
Orders; Fruits, Vegetables, Tree 
Nuts), Department of Agriculture 

(Valencia Orange Reg. 88) 

PART 908—VALENCIA ORANGES 
GROWN IN ARIZONA AND DES¬ 
IGNATED PART OF CALIFORNIA 

Limitation of Handling 

§ 908.388 Valencia Orange Regulation 

88 . 

(a) Findmgs. (1) Pursuant to the 
marketing agreement, as amended, and 


Order No. 908, as amended (7 CFR Part 
908; 27 F.R. 10089), regulating the 
handling of Valencia oranges grown In 
Arizona and designated part of Cali¬ 
fornia, effective under the applicable 
provisions of the Agricultural Marketing 
Agreement Act of 1937. as amended (7 
U.S.C. 601-674), and upon the basis of 
the recommendations and information 
submitted by the Valencia Orange Ad¬ 
ministrative Committee, established un¬ 
der the said amended marketing agree¬ 
ment and order, and upon other avail¬ 
able information, it is hereby found that 
the limitation of handling of such Va¬ 
lencia oranges, as hereinafter provided, 
will tend to effectuate the declared policy 
of the act. 

(2) It is hereby further found that it 
is impracticable and contrary to the pub¬ 
lic interest to give preliminary notice, 
engage in public rule making procedure, 
and postpone the effective date of this 
section until 30 days after publication 
hereof in the Federal Register (5 U.S.C. 
1001-1011) because the time interven¬ 
ing between the date when information 
upon which this section is based be¬ 
came available and the time when this 
section must become effective in order 
to effectuate the declared policy of the 
act is insufficient, and a reasonable time 
is permitted, under the circumstances, 
for preparation for such effective time; 
and good cause exists for making the 
provisions hereof effective as hereinafter 
set forth. The committee held an open 
meeting during the current week, after 
giving due notice thereof, to consider 
supply and market conditions for Valen¬ 
cia oranges and the need for regulation; 
interested persons were afforded an op¬ 
portunity to submit information and 
views at this meeting; the recommenda¬ 
tion and supporting information for reg¬ 
ulation during the period specified herein 
were promptly submitted to the Depart¬ 
ment after such meeting was held; the 
provisions of this section, including 
its effective time, are identical with the 
aforesaid recommendation of the com¬ 
mittee, and information concerning such 
provisions and effective time has been 
disseminated among handlers of such 
Valencia oranges; it is necessary, in 
order to effectuate the declared policy of 
the act, to make this section effective 
during the period herein specified; and 
compliance with this section will not 
require any special preparation on the 
part of persons subject hereto which 
cannot be completed on or before the 
effective date hereof. Such committee 
meeting was held on June 11,1964. 

(b) Order. (1) The respective quanti¬ 
ties of Valencia oranges grown in Ari¬ 
zona and designated part of California 
which may be handled during the period 
beginning at 12:01 a.m., P.s.t., June 14, 
1964, and ending at 12:01 a.m., P.s.t., 
June 21, 1964, are hereby fixed as 
follows: 

(1) District 1: 200,000 cartons; 

(ii) District 2: 300,000 cartons; 

(iii) District 3: Unlimited movement. 

(2) As used in this section, “handled,” 
“handler,” “District 1.” “District 2,” and 
“District 3,” and “carton” have the same 
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meaning as when used in said amended 
marketing agreement and order. 

(Secs. 1-19, 48 Stat. 31, as amended; 7 US.O, 
601-674X ‘ 

Dated: June 12,1964. 

Paul A. Nicholson, 
Deputy Director , Fruit and 
Vegetable Division, Agricul¬ 
tural Marketing Service. 

[F.R. Doc. 64-5981; Piled, June 12, 1964; 
11:20 ajn.] 


(Lemon Reg. 115] 

PART 910—LEMONS GROWN IN 
CALIFORNIA AND ARIZONA 

Limitation of Handling 
§ 910.415 Lemon Regulation 115. 

(a) Findings. (1) Pursuant to the 
marketing agreement, as amended, and 
Order No. 910, as amended (7 CPR Part 
910; 27 F.R. 8346), regulating the han¬ 
dling of lemons grown in California and 
Arizona, effective under the applicable 
provisions of the Agricultural Marketing 
Agreement Act of 1937, as amended (7 
U.S.C. 601-674), and upon the basis of 
the recommendation and information 
submitted by the Lemon Administrative 
Committee, established under the said 
amended marketing agreement and or¬ 
der, and upon other available informa¬ 
tion, it is hereby found that the limita¬ 
tion of handling of such lemons as here¬ 
inafter provided will tend to effectuate 
the declared policy of the act. 

(2) It is hereby further found that it 
is impracticable and contrary to the pub¬ 
lic interest to give preliminary notice, 
engage in public rule making procedure, 
and postpone the effective date of this 
section until 30 days after publication 
hereof in the Federal Register (5 UJ3.C. 
1001-1011) because the time intervening 
between the date when information upon 
which this section is based became avail¬ 
able and the time when this section must 
become effective in order to effectuate 
the declared policy of the act is insuffi¬ 
cient, and a reasonable time is per¬ 
mitted. under the circumstances, for 
preparation for such effective time; and 
good cause exists for making the pro¬ 
visions hereof effective as hereinafter set 
forth. The committee held an open 
meeting during the current week, after 
giving due notice thereof, to consider 
supply and market conditions for lemons 
and the need for regulation: interested 
persons were afforded an opportunity to 
submit information and views at this 
meeting; the recommendation and sup¬ 
porting information for regulation dur¬ 
ing the period specified herein were 
promptly submitted to the Department 
after such meeting was held; the pro¬ 
visions of this section, including its ef¬ 
fective time, are identical with the afore¬ 
said recommendation of the committee, 
and information concerning such pro¬ 
visions and effective time has been dis¬ 
seminated among handlers of such 
lemons; it is necessary, in order to ef¬ 
fectuate the declared policy of the act, 
to make this section effective during the 
period herein specified; and compliance 
with this section will not require any 


special preparation on the part of per¬ 
sons subject hereto which cannot be 
completed on or before the effective date 
hereof. Such committee meeting was 
held on June 9,1964. 

(b) Order. (1) The respective quan¬ 
tities of lemons grown in California and 
Arizona which may be handled during 
the period beginning at 12:01 a.m., P.s.t., 
June 14, 1964, and ending at 12:01 a.m., 
P.s.t., June 21, 1964, are hereby fixed as 
follows: 

(1) District 1: Unlimited movement; 

(ii) District 2: 441,750 cartons; 

<iii) District 3: Unlimited movement. 

(2) As used in this section, “handled/ 1 
“District 1,” “District 2“ “District 3.“ 
and “carton” have the same meaning as 
when used in the said amended market¬ 
ing agreement and order. 

(Secs. 1-19, 48 Stat. 31, as amended; 7 U.S.C. 
601-674) 

Dated: June 11,1964. 

Paul A. Nicholson, 
Deputy Director, Fruit and Veg¬ 
etable Division, Agricultural 
Marketing Service. 

(F.R. Doc. 64-5928; Filed, June 12, 1964; 

8:50 a.m.] 


PART 916—NECTARINES GROWN IN 
CALIFORNIA 

Determination Relative to Expenses 
and Fixing of Rate of Assessment 
for 1964—65 Fiscal Period and 
Carryover of Unexpended Funds 

Notice was published in the May 26. 
1964. issue of the Federal Register (29 
F.R. 6873) that consideration was being 
given to proposals regarding the ex¬ 
penses and the fixing of the rate of as¬ 
sessment for the fiscal period ending 
February 28, 1965, under the mark eting 
agreement and Order No. 916 (7 CFR 
Part 916) regulating the handling of 
nectarines grown in California, effective 
under the applicable provisions of the 
Agricultural Marketing Agreement Act 
of 1937, as amended (7 U.S.C. 601-674). 
After consideration of all relevant 
matters presented, including the pro¬ 
posals set forth in such notice which 
were submitted by the Nectarine Ad¬ 
ministrative Committee (established 
pursuant to said marketing agreement 
and order), it is hereby found and 
determined that: 

§916.203 Expense* and‘rate of assess¬ 
ment for the 1964-65 fiscal period. 

(a) Expenses. The expenses that are 
reasonable and likely to be incurred by 
the Nectarine Administrative Commit¬ 
tee, established pursuant to the provi¬ 
sions of the aforesaid marketing 
agreement and order, to enable such 
committee to perform its functions, in 
accordance with the provisions thereof, 
during the fiscal period beginning March 
1, 1964, and ending February 28, 1965, 
will amount to $157,670. 

(b) Rate of assessment. The rate of 
assessment, which each handler who first 
handles nectarines shall pay as his pro 
rata share of the aforementioned ex¬ 
penses in accordance with the applicable 
provisions of said marketing agreement 


and order, is hereby fixed at two and 
seven-tenths cents ($0,027) per standard 
lug box, or equivalent quantity of nec¬ 
tarines in other containers or in bulk so 
handled by such handler during such 
fiscal period. 

(c) Reserve. Unexpended assessment 
funds, in excess of expenses incurred 
during the fiscal period ending February 
28,1965, shall be carried over as a reserve 
in accordance with the applicable pro¬ 
visions of § 916.42 of said marketing 
agreement and order. 

It is hereby found that good cause 
exists for not postponing the effective 
time of this action until 30 days after 
publication in the Federal Register (5 
U.S.C. 1001-1011) in that (1) the rele¬ 
vant provisions of said marketing agree¬ 
ment and this part require that the rate 
of assessment fixed for a particular fiscal 
period shall be applicable to all assessable 
nectarines from the beginning of such 
period; and (2) the current fiscal period 
began on March 1, 1964, and the rate of 
assessment herein fixed will automati¬ 
cally apply to all assessable nectarines 
beginning with such date. 

Terms used in the marketing agree¬ 
ment and order shall, when used herein, 
have the same meaning as is given to the 
respective term in said marketing agree¬ 
ment and order, and “standard lug box” 
shall mean the No. 26 standard lug box 
set forth in § 828.4 of the Agricultural 
Code of California. 

(Secs. 1-19, 48 Stat. 31, as amended; 7 U.S.C. 
601-674) 

Dated: June 9,1964. 

Paul A. Nicholson. 

Deputy Director, Fruit and 
Vegetable Division, Agricul¬ 
tural Marketing Service . 

(F.R. Doc. 64-5873; Filed. June 12. 196*: 

8:47 a.m.J 


(965.306, Amdt. 3] 

AR T 965—TOMATOES GROWN IN 
THE LOWER RIO GRANDE VALLEY 
IN TEXAS 

Limitation of Shipments 

Findings, (a) Pursuant to Marketing 
irder No. 965 (7 CFR Part 965), requ¬ 
iting the handling of tomatoes grown 

l the Counties of Cameron. Hidalgo, 
tarr and Willacy in Texas R 

irande Valley), effective under the-iP- 
licable provisions of the Agricultural 
larketing Agreement Act of 
mended (7 U.S.C. 601 et seq.) , and upon 
tie basis of recommendations and 
irmation submitted by the Texas Valley 
omato Committee, established Pursuant 
i the said marketing order, and otner 
vailable information, it is hereby 
tiat the amendment to the himtation o 
hipments regulations, hereinafter * 
orth, will tend to effectuate the declai 

olicy of the act. .. . 

<b> It is hereby found that it is un 
racticable and contrary to the) P« b 
iterest to give preliminary notice, 
ngage in public rule making proc • 
nd that good cause exists for not P* 
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ment until 30 days after publication in 
the Federal Register (5 U.S.C. 1003) in 
that (1) the time intervening between the 
date when information upon which this 
regulation is based became available and 
the time when this amendment must be¬ 
come effective in order to effectuate the 
declared policy of the act is insufficient 
since the marketing season of the 1963- 
64 Lower Valley tomato crop has begun, 
(2> regulations have been issued under 
the order since 1959, so compliance with 
this regulation will not require any spe¬ 
cial preparation on the part of handlers, 
(3) information regarding the commit¬ 
tees recommendation has been made 
available to producers and handlers in 
the production area, and (4) this amend¬ 
ment relieves restrictions on the han¬ 
dling of tomatoes grown in the produc¬ 
tion area. 

Order, as amended. In § 965.306 (29 
PR. 5636, 7143, 7376) the introductory 
paragraph, paragraph (a) (1), and para¬ 
graph (g) are amended to read as 

follows: 


§ 965.306 Limitation of Shipments. 

Except as otherwise provided in this 
section, during the period June 11, 1964, 
through July 15, 1964, the following 
regulations shall be effective with re¬ 
spect to all varieties of tomatoes 
handled, except cerasiform type to¬ 
matoes commonly referred to as cherry 
tomatoes, as defined in § 965.5 of Order 
No. 065, and no person shall handle such 
tomatoes or cause such tomatoes to be 
handled unless they are inspected and 
certified as required by paragraph (b) 
of this section, and meet the require¬ 
ments of paragraph (a) of this section. 
Elongated types of tomatoes, commonly 
referred to as pear shaped tomatoes and 
including but not limited to San Mar- 
zano, Red Top, and Roma varieties are 
not subject to the requirements of sub- 
paragraphs (2) and (3) of paragraph 
(a) ot this section. 

<a> Requirements— (1) Minimum 
Wade. u.S. No. 3, or better, grade, ex¬ 
cept that an additional 5 percent toler¬ 
ance will be allowed for tomatoes which 
iaii to meet such grade only because of 
very serious insect damage affecting 
tern scars. Individual packages in any 
ot may have not more than double the 
tolerance specified. 


<g) Definition. Grade, size, and color: 
P* e te fW "U.S. No. 2r “U.S. No. 3,*’ 
„ breakers,” and “very serious 
age shall have the same meanings 
as set forth in the United States Stand- 
Jt * or Fresh Tomatoes <§§ 51.1855- 

!m 87 ! 0f this titIe - 22 PR - 4 528 as 
fended, 26 F.R. 8559), including the 

armi? n ?f s set forth therein; and the 
PPlication for tolerance for size shall 

artk Se i/? rth to § 51.1861 of such stand¬ 
still' u er terms used to this section 

used iriJv: the same meanin E as tvhen 
^ m this part (Marketing Order No. 


• » 

No. 116—Pt. I-2 


(Secs. 1-19, 48 Stat. 31, as amended; 7 U.S.C. 
601 et seq.) 

Dated, June 11, 1964, to become effec¬ 
tive June 11, 1964. 

Paul A. Nicholson, 
Deputy Director , 
Fruit and Vegetable Division. 

[F.R. Doc. 64-5965; Piled. June 12, 1964; 
8:50 ajn.J 


\ 980.202, Arndt. 3] 

part 980—VEGETABLES; IMPORT 
REGULATIONS 

Tomatoes 

Pursuant to the requirement contained 
in § 608e-l of the Agricultural Market¬ 
ing Agreement Act of 1937, as amended 
(secs. 1-19, 48 Stat. 31, as amended; 7 
U.S.C. 601 et seq.), § 980.202 Tomato Im¬ 
port Regulation No. 9 (29 F.R. 6001, 7143, 
7377), is hereby amended as set forth 
below. 

Order, as amended. Amend paragraph 
(a)(1) and subparagraph (g)(1) in 
§ 980.202 Tomato Import Regulation No. 
9 , to read as follows: 

(a) Minimum grade and size require¬ 
ments —(1) Grade. U.S. No. 3, or better, 
grade, except that an additional 5 per¬ 
cent tolerance will be allowed for toma¬ 
toes which fail to meet such grade only 
because of very serious insect damage af¬ 
fecting stem scars. Individual packages 
in any lot may have not more than double 
the tolerance specified. 

• • • ♦ ♦ 

(g) Definitions. (1) The terms “U.S. 
No. 3” and “U.S. No. 2” and “very serious 
damage” shall have the same meaning as 
set forth in the United States Standards 
for Fresh Tomatoes (§§ 51.1855 to 51.- 
1877, inclusive, of this title), including 
the tolerances set forth therein. 


This amendment accords with simul¬ 
taneous amendment to the limitation of 
shipments regulation effective on domes¬ 
tic shipments of tomatoes (§ 965.306, 
Amendment No. 3) under Marketing Or¬ 
der No. 965 (7 CFR Part 965), regulat¬ 
ing the handling of tomatoes grown in 
the Lower Rio Grande Valley in Texas, 
and relieves restrictions on the importa¬ 
tion of tomatoes from the effective date 
hereof through July 15, 1964. Accord¬ 
ingly notice of rule making and publica¬ 
tion procedure hereon are unnecessary 
and impractical and there is no reason 
to postpone the effective date beyond 
June 11,1964 (5 U.S.C. 1003). 

(Secs. 1-19, 48 Stat. 31. as amended; 7 U.S.C. 
601 et seq.) 

Dated, June 11, 1964, to become effec¬ 
tive June 11,1964. 

Paul A. Nicholson, 
Deputy Director , 
Fruit and Vegetable Division. 

[Fit. Doc. 64-5966; Filed, June 12. 1964; 

8:50 a.m.] 


Chapter XIV—Commodity Credit Cor¬ 
poration, Department of Agriculture 

SUBCHAPTER B—LOANS, PURCHASES, AND 
OTHER OPERATIONS 

[C.C.C. Grain Price Support Regs. 1964 Crop 
Grain Sorghum Supp.J 

PART 1421—GRAINS AND SIMILARLY 
HANDLED COMMODITIES 

Subpart—1964 Crop Grain Sorghum 
Loan and Purchase Program 

The General Regulations Governing 
Price Support for the 1964 and subse¬ 
quent crops (29 F.R. 2686) issued by the 
Commodity Credit Corporation which 
contain regulations of a general nature 
with respect to price support loan and 
purchase operations are supplemented 
for the 1964-crop of grain sorghum as 
follows: 

Sec. 

1421.2521 Purpose. 

1421.2522 Availability. 

1421.2523 Compliance requirements. 

1421.2524 Eligible grain sorghum. 

1421.2525 Determination of quality. 

1421.2526 Determination of quantity. 

1421.2527 Warehouse receipts. 

1421.2528 Service charges. 

1421.2529 Warehouse charges. 

1421.2530 Maturity of loans. 

1421.2531 Support rates. 

Authority: The provisions of this subpart 
issued under sec. 4. 62 Stat. 1070 as amended; 
15 U.S.C. 714b. Interpret or apply sec. 5. 62 
Stat. 1072, secs. 105, 401, 63 Stat. 1051 as 
amended; 15 U.S.C. 714c, 7 U.S.C. 1421, 1441. 

§ 1421.2521 Purpose. 

This subpart contains additional pro¬ 
gram provisions which, together with 
the applicable provisions of the General 
Regulations Governing Price Support for 
the 1964 and Subsequent Crops and any 
amendments thereto, apply to loans and 
purchases for 1964 crop grain sorghum. 
(Such regulations are referred to herein 
as “General Regulations”.) 

§ 1421.2522 Availability. 

Producers desiring Price Support must 
file an application not later than Janu¬ 
ary 31, 1965. Loans will be available 
through February 28, 1965. 

§ 1421.2523 Compliance requirements. 

(a) A producer shall not be eligible 
for a loan or purchase unless he is elig¬ 
ible to receive a price support payment 
on grain sorghum of the 1964 crop under 
the 1964 and 1965 Feed Grain Program 
Regulations (29 F.R. 590 and any amend¬ 
ments thereto) on the farm on which 
the grain sorghum tendered for loan or 
purchase is produced, except as provided 
below in this section. 

(b) The requirements of this section 
shall not be applicable to grain sorghum 
produced in Alaska or in any other area 
of the United States where the 1964 and 
1965 Feed Grain Program is not appli¬ 
cable on grain sorghum of the 1964 crop 
and price support payments are not 
made on such grain sorghum because of 
an emergency created by drought or 
other disaster or in order to prevent or 






7592 


RULES AND REGULATIONS 


alleviate a shortage in the supply of 
the commodity. 

(c) A producer shall not be consid¬ 
ered ineligible for a loan or purchase 
on grain sorghum because he has not 
received a price support payment on 
grain sorghum of the 1964 crop under 
the 1964 and 1965 Feed Grain Program 
Regulations if he would be eligible for 
a payment except for the fact that (1) 
he has declined a price support payment 
or (2) the grain sorghum has been pro¬ 
duced on land owned by the Federal 
Government and leased subject to re¬ 
strictions prohibiting the receipt of Fed¬ 
eral payments for diversion of acreage 
but not prohibiting the production of 
grain sorghum. 

§ 1421.2524 Eligible grain sorghum. 

(a) General. Grain sorghum must be 
merchantable for food or feed or for 
other uses, as determined by CCC. and 
must not contain mercurial compounds 
or other substances poisonous to man or 
animals in order to be eligible for price 
support. 

(b) Warehouse stored loan grade re¬ 
quirements. Grain sorghum to be placed 
under a Warehouse Storage Loan must 
also meet the following requirements: 

(1) The grain sorghum must be of any 
class grading No. 4 or better, except for 
moisture, and in addition may carry the 
special grade designation “Smutty.” 

(2) Grain sorghum must not grade 
“Weevily” unless the warehouse receipt 
is accompanied by a supplemental cer¬ 
tificate which indicates the warehouse¬ 
man will deliver grain sorghum which 
does not contain such designation and 
which is otherwise of an eligible grade 
and quality. When the warehouse re¬ 
ceipt shows “Weevily” the grade, grading 
factors, and the quantity shown on the 
supplemental certificate must be as spec¬ 
ified in § 1421.2527(c); (3) grain sor¬ 
ghum cannot contain over 14 percent 
moisture unless the warehouse receipt is 
accompanied by a supplemental certifi¬ 
cate which indicates the warehouseman 
will deliver grain sorghum containing not 
over 14 percent moisture and which is 
otherwise of an eligible quality. The 
grade, grading factors and the quantity 
shown on the supplemental certificate 
must be as specified in § 1421.2527(c). 

§ 1421.2325 Determination of quality. 

The class, grade, grading factors and 
all other quality factors shall be based 
on the Official Grade Standards of the 
United States for grain sorghum, 
whether or not such determinations are 
made on the basis of an official inspec¬ 
tion. 

§ 1421.2526 Determination of quantity. 

When the quantity is determined by 
weight, a unit of 100 pounds shall be 100 
pounds of grain sorghum free of dockage. 

(a) In warehouse. The quantity of 
grain sorghum on which a warehouse 
storage loan shall be made and the 
quantity delivered to or acquired by CCC 
in an approved warehouse shall be the 
net weight specified on the warehouse 
receipt or on the supplemental certificate, 
if applicable. If the grain sorghum has 
been dried or blended to reduce the mois¬ 
ture content, the quantity specified on the 


warehouse receipt or the supplemental 
certificate, if applicable, shall represent 
the quantity after drying or blending, 
and such quantity shall reflect a mini¬ 
mum shrink in the receiving weight of 
1.2 times the percentage difference of the 
moisture content of the grain sorghum, 
when received, and 14 percent. 

(b) On farm. The quantity eligible to 
be placed under farm storage loan shall 
be determined in accordance with 
§ 1421.67 of the General Regulations. 
The quantity acquired by CCC shall be 
determined by weight. In determining 
the quantity of sacked grain sorghum 
by weight, a deduction of % of a pound 
for each sack shall be made. 

<c) Dockage. When the quantity is 
determined by weight, the percentage of 
dockage shall be determined and the 
weight of such dockage shall be deducted 
from the gross weight in determining the 
net quantity. 

§ 1421.2527 Warehouse receipts. 

Warehouse receipts tendered to CCC in 
connection with a loan or purchase must 
meet the requirements of this section. 

(a) Separate receipt. A separate 
warehouse receipt must be submitted for 
each grade and class of grain sorghum. 

(b) Entries. Each warehouse receipt, 
or the warehouseman’s supplemental 
certificate (in duplicate) properly iden¬ 
tified with the warehouse receipt, must 
show: (1) Gross and net weight, (2) class, 

(3) grade (including special grades), (4) 
test weight, (5) moisture, (6) dockage, 
(7) any other grading factor(s) when 
such factor(s) and not test weight de¬ 
termine the grade and (8) whether the 
grain sorghum arrived by rail, truck or 
barge. 

(c) Where warehouse receipt shows 
“Weevily” or moisture over 14 percent. 
Where a warehouse receipt tendered for 
loan shows that the grain sorghum 
grades “Weevily” or contains over 14 
percent moisture, the warehouse receipt 
must be accompanied by a supplemental 
certificate as provided in § 1421.2524(b) 
in order for the grain sorghum to be eli¬ 
gible for price support. The grade, grad¬ 
ing factors, and the quantity to be de¬ 
livered must be shown on the supple¬ 
mental certificate as follows: (1) When 
the warehouse receipt shows “Weevily” 
and the grain sorghum has been condi¬ 
tioned to correct the “Weevily” condi¬ 
tion, the supplemental certificate must 
show the same grade without the “Wee¬ 
vily” designation and the same grading 
factors and quantity as shown on the 
warehouse receipt; (2) when the ware¬ 
house receipt shows moisture over 14 
percent and the grain sorghum has been 
dried or blended, the supplemental cer¬ 
tificate must show the grade, grading 
factors, and quantity after drying or 
blending the grain sorghum to a moisture 
content of not over 14 percent. The 
quantity shown on the Supplemental 
Certificate shall reflect a drying or blend¬ 
ing shrink as specified in § 1421.2526; (3) 
the supplemental certificate must state 
that no lien for processing will be claimed 
by the warehouseman from Commodity 
Credit Corporation or any subsequent 
holder of the warehouse receipt; (4) in 
the case of conditions specified in sub- 
paragraphs (1) and (2) of this para¬ 


graph, the grade, grading factors, and 
the quantity shown on the supplemental 
certificate shall supersede the entries for 
such items on the warehouse receipt. 

(d) Liens. The warehouse receipts 
may be subject to liens for warehouse 
charges only to the extent indicated in 
§ 1421.2529. 

(e) Freight bill requirements. Ware¬ 
house receipts representing grain sor¬ 
ghum which has been shipped by rail or 
water from a country shipping point to 
a designated terminal point, or shipped 
by rail or water from a country shipping 
point to a storage point and stored in 
transit to a designated terminal point, 
must be accompanied by registered 
freight bills or by a certificate contain¬ 
ing similar information. These regis¬ 
tered freight bills or certificates must be 
representative as to origin and date of 
movement of the grain sorghum and 
must reflect the total freight from origin 
to the designated terminal point includ¬ 
ing penalty for out-of-line haul, if any. 
The form of these certificates shall be 
prescribed by the ASCS commodity office 
and shall be signed by the warehouseman 
and may be made a part of the supple¬ 
mental certificate. 


§ 1421.2528 Service charges. 

A charge of one cent per hundred¬ 
weight will be made for the quantity ac¬ 
quired by CCC and such charge shall be 
handled in accordance with § 1421.60(b). 

§ 1421.2529 Warehouse charges. 

(a) Handling and storage liais. 
Warehouse receipts and the grain sor¬ 
ghum represented thereby stored in ap¬ 
proved warehouses operating under the 
Uniform Grain Storage Agreement may 
be subject to liens for warehouse han¬ 
dling and storage charges at not to ex¬ 
ceed the Uniform Grain Storage Agree¬ 
ment rates from the date the grain sor¬ 
ghum is deposited in the warehouse for 
storage. Warehouse receipts and the 
grain sorghum represented thereby 
stored in approved warehouses operated 
by Eastern common carriers may be sub¬ 
ject to liens for warehouse elevation 
(receiving and delivering) and storage 
charges from the date of deposit at rates 
approved by the Interstate Commerce 
Commission. In no event shall a ware¬ 
houseman be entitled to satisfy the lien 
by sale of the grain sorghum when ecu 
is holder of the warehouse receipt. 

(b) Deduction of storage charges- 

UGSA warehouses. The table shown be¬ 
low provides the deduction for storage 
charges to be made from the amoun 
the loan or purchase price in the case o 
grain sorghum stored in an appjj* 
warehouse operated under the Un 
Grain Storage Agreement. Such deouc 
tion shall be based on entries shown on 
the warehouse receipts. If written 
dence is submitted with the warehouse 
receipt that all warehouse charges e. 
cept receiving and loading out c 
have been prepaid through tbe OT 
cable loan maturity date, no storag _ 
ductions shall be made. su< £, " be 

evidence Is not submitted, the da • 
used for computing the storage “ 
tlon on grain sorghum stored ^ 

proved warehouses operating u ^ 

tt_i« _Bfnrfltrp Agreement sua>* 
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be the latest of the following: (1) The 
date of deposit, (2) the date storage 
charges start, or (3) the day following 
the date through which the storage 
charges have been paid. If none of the 
foregoing dates is shown, the date of the 
warehouse receipt shall be used. 

Schedule op Deductions for Storage 
Charges for Maturity Date of No Later 
Than March 31. 1965 


Amount of deduc- 


tlon (cents 


per hundred¬ 

Date the storage charges 

weight) : 

start 

21— - 

Prior to May 28, 1964. 

20-. 

May 28-June 11, 1964. 

10.— 

June 12-June 26.1964. 

18. .. 

June 27-July 11. 1964. 

17_. 

July 12-July 26, 1964. 

16. . 

July 27-Aug. 10, 1964. 

15_ _ 

Aug. 11-Aug. 25, 1964. 

14___ 

Aug. 26-Sept. 9, 1964. 

13_ -_ 

Sept. 10-Sept. 24. 1964. 

12.— 

Sept. 25-Oct. 9, 1964. 

11-.— 

Oct. 10-Oct. 24. 1964. 

10_ 

Oct. 25-Nov. 8,1964. 


Nov. 9-Nov. 23. 1964. 

8.. 

Nov. 24-Dec. 8. 1964. 

7.———^ 

Dec. 9-Dec. 23. 1964. 

6_ 

Dec. 24. 1964-Jan. 7.1965. 

5—. __ 

Jan. 8—Jan. 22, 1065. 

4_ « .. 

Jan. 23-Feb. 6, 1965. 

3.. 

Feb. 7-Feb. 21.1965. 

2. 

Feb. 22-Mar. 8.1965. 

1___ 

Mar. 9-Mar. 31. 1965. 


(c) Deduction of storage charges — 
Eastern common carriers. In the case 
of grain sorghum stored in an approved 
warehouse operated by an Eastern com¬ 
mon carrier, there shall be deducted in 
computing the loan or purchase price the 
amount of the approved tariff rate for 
storage (not including elevation), which 
will accumulate from the date of the de¬ 
posit through the applicable maturity 
date unless written evidence is submitted 
with the warehouse receipt that such 
charges have been prepaid. The county 
office shall request the ASCS commodity 
office to determine the amount of such 
charges. Where the producer presents 
evidence showing the elevation charges 
have been prepaid, the amount of the 
storage charges to be deducted shall be 
reduced by the amount of the elevation 
charges prepaid by the producer. 

§ M21.2530 Maturity of loans. 

Loans mature on demand but not later 

than March 31, 1965. 

§M21.2531 Support rates. 

Basic support rates per hundredweight 
Jor grain sorghum grading No. 2 or bet¬ 
ter and containing not over 14 percent 
jnoisture will be a part of this Section to 
, issued at a later date. Farm stored 
loans will be made at the applicable basic 
support rate adjusted only for the dis¬ 
count for Weed Control Laws where ap¬ 
plicable. Warehouse stored loans, farm 
lo &n settlements and purchases 
* lan be on the basis of the applicable 
oasic support rate adjusted by the dis- 
uunts shown in paragraph (d) of this 
rf 10 / 1 &ttd such other discounts as may 
oe established by CCC applicable to the 
k aoe and quality of the grain sorghum 
n which the loan or settlement is made. 
, a \ Support rates at designated ter - 
minal markets. <l) The basic support 


rates established for designated terminal 
markets apply to grain sorghum shipped 
on a domestic interstate freight rate 
basis. The basic support rate at the 
designated terminal market for any grain 
sorghum shipped at other than the do¬ 
mestic interstate freight rate shall be 
reduced by the difference between the 
freight rate paid and the domestic inter¬ 
state freight rate. 

(2) The basic support rates estab¬ 
lished for desigr>ated terminal markets 
also apply to grain sorghum which has 
been shipped by rail or water from a 
country shipping point to one of the 
designated terminal markets, as evi¬ 
denced by paid freight bills duly regis¬ 
tered for transit privileges. In the event 
the amount of paid-in freight is insuffi¬ 
cient to guarantee the minimum pro¬ 
portional domestic interstate freight 
rate, if any, from the terminal market 
to a recognized market determined by 
the appropriate ASCS commodity office, 
there shall be deducted from the appli¬ 
cable basic support rate the difference 
between the amount of freight actually 
paid in and the amount required to be 
paid in to guarantee outbound movement 
at the minimum proportional domestic 
interstate freight rate. If the grain 
sorghum is stored at any designated 
terminal maUcet and neither registered 
freight bills nor registered freight certifi¬ 
cates are presented, the basic support 
rate shall be reduced by the actual 
amount of paid-in freight required to 
guarantee the proportional outbound rate 
from the terminal market to a recognized 
market determined by the appropriate 
ASCS commodity office. 

(3) In determining the support rate 
for grain sorghum received by truck and 
stored at any designated terminal mar¬ 
ket there shall be deducted from the 
applicable basic support rate, the actual 
amount of paid-in freight required to 
guarantee the proportional outbound 
rate from the terminal market to a 
recognized market determined by the 
appropriate ASCS commodity office, plus 
6 cents per hundredweight. 

(4) Notwithstanding the foregoing 
provisions of this paragraph, in deter¬ 
mining the support rate for grain sor¬ 
ghum shipped by rail or water and stored 
at any of the following terminal markets 
there shall be deducted from the appli¬ 
cable basic support rate, the transporta¬ 
tion cost, if any, as determined by the 
appropriate ASCS commodity office, for 
moving the grain sorghum to a tide¬ 
water facility located within the same 
switching limits: 

Long Beach, Los Angeles, Oakland, San Fran¬ 
cisco. Stockton, and Wilmington, Cali¬ 
fornia. 

Baton Rouge and New Orleans, Louisiana. 
Astoria and Portland. Oregon. 

Beaumont. Corpus Chrlsti, Galveston, Hous¬ 
ton. and Port Arthur, Texas. 

Kalama, Longview, Seattle, Tacoma, and 

Vancouver, Washington. 

(5) Notwithstanding the foregoing 
provisions of this paragraph, in deter¬ 
mining the support rate for grain sor¬ 
ghum received by truck and stored at 
any of the terminal markets listed in 


subparagraph (4) of this paragraph 
there shall be deducted from the applic¬ 
able basic support rate an amount of 6 
cents per hundredweight, plus the trans¬ 
portation cost, if any, as determined by 
the appropriate ASCS commodity office, 
for moving the grain sorghum to a tide¬ 
water loading facility located within the 
same switching limits. 

(b> Support rates for grain sorghum 
in approved warehouse storage at other 
than designated terminal markets. In 
determining the support rate for grain 
sorghum which is shipped by rail or 
water and which is stored in approved 
warehouses (other than those situated 
in the designated terminal markets) 
there shall be deducted from the basic 
support rate for the appropriate desig¬ 
nated terminal market, as determined by 
CCC, an amount equal to the transit 
balance, if any, of the through-freight 
rate from the point of origin for such 
grain sorghum to such terminal market: 
Provided , That on any grain sorghum 
shipped at other than the domestic inter¬ 
state freight rate, the basic support rate 
shall be further reduced by the difference 
between the freight rate paid and the 
domestic interstate freight rate from the 
point of origin of such grain sorghum to 
the point of destination or appropriate 
terminal market: And provided further , 
That in the case of grain sorghum stored 
at any railroad transit point, taking a 
penalty by reason of out-of-line move¬ 
ment to the appropriate designated 
market, or for any other reason, there 
shall be added to such transit balance an 
amount equal to any out-of-line costs or 
other cost incurred in storing grain sor¬ 
ghum in such position. 

(c) Basic county support rates. (1) 
The applicable support rate for farm- 
storage loans and for grain stored in ap¬ 
proved country warehouse-storage, ex¬ 
cept as otherwise provided in paragraph 
(b) of this section and subparagraph (2) 
of this paragraph will be determined 
from the basic county support rate es¬ 
tablished for the county in which the 
grain sorghum is stored. 

<2) If two or more approved ware¬ 
houses are located in the same or ad¬ 
joining towns, villages, or cities, having 
the same domestic interstate freight rate, 
such towns, villages, or cities shall be 
deemed to constitute one shipping point 
and the same basic support rate shall 
apply even though such warehouses are 
not all located in the same county. Such 
support rate shall be the highest support 
rate of the counties involved. 

(d) Discounts. The basic support rate 
shall be adjusted as applicable by dis¬ 
counts as follows: 

Discount 

(cents per 

Reason: hundredteeigh t) 


Class-Mixed Grain Sorghum_ 3 

Grade: 

No. 3 (Not over 14 percent mois¬ 
ture) _-_ 3 

No. 4 (Not over 14 percent mois¬ 
ture) _ 5 

Smutty _ 5 

Weed control laws (See § 1421.74) . 15 


Note: Discounts are cumulative except 
only one grade discount shall be applied. 
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Effective date. Upon publication in 
the Federal Register. 


Signed at Washington, D.C., on June 
10, 1964. 


E. A. Jaenke, 

Acting Executive Vice President , 
Commodity Credit Corporation. 

]F.R. Doc. 64-5901; Filed, June 12. 1964; 
8:49 am.] 


PART 1443—OILSEEDS 

Subpart—1964-Crop Supplement to 
Cottonseed Purchase Program Reg¬ 
ulations 


The Cottonseed Purchase Program 
Regulations issued by Commodity Credit 
Corporation and containing the regula¬ 
tions of a general nature with respect to 
purchase operations for cottonseed are 
supplemented for 1964-crop cottonseed as 
follows: 

Sec. 

1443.2060 Purpose. 

1443.2061 Purchase price. 

Authority: The provisions of this subpart 
Issued under sec. 4, 6, 62 Stat. 1070, as amend¬ 
ed. secs. 301, 401. 63 Stat. 1053. 1054, as 
amended, Bee. 601, 70 Stat. 212; 15 U.S.C. 714 b 
and c. 7 U.S.C. 1447, 1421,1446d. 

§ 1443.2060 Purpose. 

This subpart contains basic purchase 
prices for cottonseed purchased from 
producers and from participating gin- 
ners which, together with the provisions 
of the Cottonseed Purchase Program 
Regulations issued by Commodity Credit 
Corporation, and any amendments there¬ 
to, apply to purchases of 1964-crop cot¬ 
tonseed. 


§ 1443.2061 Purchase price. 

(a) Price to producers. Any direct 
purchases of cottonseed by Commodity 
Credit Corporation from producers will 
be made at the rate of $44 per gross ton 
for basis grade (100) cottonseed, with 
premiums and discounts for other grades 
equal to the same percentage of such 
price as the percentage by which the 
grade of cottonseed purchased exceeds 
or is less than 100. The price per ton 
thus computed shall be rounded to the 
nearest multiple of ten cents. 

(b) Price to ginners. Any purchases 
of cottonseed by Commodity Credit Cor¬ 
poration from participating ginners will 
be made at the rate of $48 per net ton 
for basis grade (100) cottonseed, with 
premiums and discounts for other grades 
equal to the same percentage of such 
price as the percentage by which the 
grade of cottonseed purchased exceeds 
or is less than 100. 

Effective date. This subpart shall be 
effective upon publication in the Federal 
Register. 


Signed at Washington, D.C., on June 
10, 1964. 

E. A. Jaenke, 

Acting Executive Vice President , 
Commodity Credit Corporation. 

[F.R. Doc. 64-5902; Filed. June 12, 1964; 
8:49 a.m.] 


Title 12—BANKS AND BANKING 

Chapter I—Bureau of the Comptroller 

of the Currency, Department of the 

Treasury 

PART 1—INVESTMENT SECURITIES 
REGULATION 

School Refunding Bonds, Broward 
County, Fla. 

§1.141 School Refunding Ronds, 
Hroward County, Florida. 

(a) Request. The Comptroller of the 
Currency has been requested to rule that 
the $12,350,000 School Refunding Bonds, 
Series of 1963, of Special Tax School Dis¬ 
trict Number One, Broward County, 
Florida, are eligible for purchase, dealing 
in, underwriting and unlimited holding 
by National Banks under paragraph 
Seventh of 12 UJS.C. 24,. 

(b) Opinion. (1) Special Tax School 
District Number One, Broward County, 
Florida, is a body politic exercising gov¬ 
ernmental powers relating to the admin¬ 
istration and operation of all public 
schools in Broward County and having 
the power to tax through levy and collec¬ 
tion of a direct annual tax, without limi¬ 
tation as to rate and amount, upon all 
taxable property within the school dis¬ 
trict for the purpose of paying principal 
of and interest on bonds which it may 
issue. The area of the school district is 
coterminous with that of Broward 
County. 

(2) The proceeds from the sale of 
these bonds will be used on June 1, 1966, 
to refund an outstanding 1956 series. 
Until this refunding takes place, the 
proceeds will be invested in direct ob¬ 
ligations of the United States which are 
expected to provide income sufficient for 
debt service requirements. During this 
initial period, the proceeds of the 1963 
bonds and the direct obligations of the 
United States in which they are invested 
will be the sole security for the 1963 
bonds. Upon retirement of the out¬ 
standing 1956 bonds, the 1963 bonds will 
become general obligations of the school 
district for the payment of which the 
full faith, credit and taxing power of 
the school district has been pledged. 
The 1963 bonds will thus be supported 
at all times by resources sufficient to 
justify full faith and credit. 

(c) Ruling. Following the principles 
and definitions set forth in paragraphs 

(c). (d), and (e) of § 1.3, it is our con¬ 
clusion that the School Refunding 
Bonds, Series of 1963, of Special Tax 
School District Number One, Broward 
County, Florida, are eligible for purchase, 
dealing in, underwriting and unlimited 
holding under paragraph Seventh of 12 
U.S.C. 24. 

Dated: June8,1964. 

[seal] James J. Saxon, 

Comptroller of the Currency. 

[F.R. Doc. 64-5881; Filed, June 12, 1964; 

8:47 a.m.] 


Title 14-AERONAUTICS AND 
SPACE 


Chapter I—Federal Aviation Agency 
SUBCHAPTER D—AIRMEN [NEW] 

[Reg. Docket 1901; Amdt. 61-10] 

PART 61—CERTIFICATION: PILOTS 
AND FLIGHT INSTRUCTORS [NEW] 


Student Pilot Solo Requirements in 
Gyroplanes 


This amendment authorizes student 
pilots to solo single-place gyroplanes 
without meeting all of the student pilot 
solo flight requirements of § 61.63. 

Section 61.63 requires a student pilot, 
before soloing a rotorcraft, to have 
“flight instruction (from an appropri¬ 
ately rated flight instructor) in prepara¬ 
tory and flight procedures such as pre- 
flight inspection, starting, wanning up, 
and operating and stopping the engine; 
taxiing, takeoff, hovering (helicopter 
class only), landing, and parking; in 
traffic pattern procedur es; and in emer¬ 
gency procedures including engine fail¬ 
ure^. In the case of a single-place gyro¬ 
plane, the parenthetical expression 
“(from an appropriately rated flight in¬ 
structor )" has created difficulty since 
there are not any two-place gyroplanes 
available in which to give flight instruc¬ 
tion. Flight instruction in helicopters, 
which are of the rotorcraft category, 
would satisfy the regulatory requirement 
of the flight instructor being “appropri¬ 
ately rated”, but the flight characteris¬ 
tics of helicopters and gyroplanes are 
different in fundamental respects and 
the flight instructor would still be 
obliged to use some means other than 
flight instruction in a helicopter to make 
a determination of the applicant’s ability 
to solo gyroplanes. Therefore, the re¬ 
quirements are impractical, and burden¬ 
some upon a holder of a student pilot 
certificate who wishes to solo single-place 


gyroplanes. 

To answer the problem, the Agency 
issued Special Regulation SR-451. effec¬ 
tive June 12,1962, to expire June 12,1964. 
Hie expiration date of SR-451 was 
established since it was expected that 
two-place gyroplanes would be suffi¬ 
ciently common for student pilots to 
obtain flight instruction. However, the 
production of two-place gyroplanes has 
not materialized as expected. There¬ 
fore, by this amendment the Agency is 
amending Part 61 INewl of the Federal 
Aviation Regulations to incorporate tne 
essential provisions of SR-451 in 
§ 61.63. A certificated flight instructor 
with either a rotorcraft or airplane 
category rating will be permitted to - 
dorse a student pilot for solo flijntj® 
single-place gyroplanes if the student 
pilot has satisfied the other requirements 
for solo flight and the flight Instructor 
has observed the student pilot con p^ 
tently make at least three takeoffs -•* 
landings to a full stop in a gyroplane or 
gyroglider attached by a towline 
vehicle on the surface. Agency : * 
showed that operations conducted unfl_ 
fti* nriviwpc nf SR-451 have been ac 
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complished without adverse effect on 

safety. 

Since this amendment imposes no 
additional burden on any person, and 
continues in effect the substance of a 
needed rule which is about to expire, the 
Agency for good cause has found that 
compliance with the notice and public 
procedure provisions of the Administra¬ 
tive Procedure Act is unnecessary and 
impractical and it may be made effective 
in less than 30 days. 

In consideration of the foregoing, 
5 61.63 of Part 61 [New] of Chapter I of 
Title 14 of the Code of Federal Regula¬ 
tions is amended, effective June 12, 1964, 
by redesignating paragraph (b) as para¬ 
graph (c) and adding a new paragraph 
(b) to read as follows: 

§ 61.63 Requirements for solo flight. 


(b) In the case of a single-place gyro¬ 
plane, the holder of a student pilot cer¬ 
tificate meets the requirements of para¬ 
graph (a) (2) (ii) and (3) of this section 

If— 

(1) He receives instruction in the 
ground operating procedures specified in 
paragraph (a)(2)(ii) from the holder 
of a flight instructor certificate with 
either an airplane or rotorcraft category 
rating on that certificate; and 

(2) That flight instructor— 

(0 Certifies in the student pilot’s 
logbook that he has observed him com¬ 
petently make at least three landings 
and takeoffs to a full stop in a gyroplane 
or gyroglider towed by a line attached 
to a vehicle on the surface; and 
(ii) Determines that the student has 
complied with this section, is otherwise 
able to make solo flights, and endorses 
the student pilot’s certificate for solo 
flight in that make and model of aircraft. 

* • • * • 

(Sees. 313(a) , 601, 602 of the Federal Aviation 
Act of 1958; 49 U.S.C. 1354, 1421, 1422) 

Issued in Washington, D.C., on June 9, 

1964. 

N. E. Halaby, 
Administrator. 

IFR. Doc. 64-5789; Filed, June 12. 1964; 
8:45 a.m.l 


SUBCHAPTER E—AIRSPACE [NEW1 

l Airspace Docket 63-WE-53J 

PART 71 —DESIGNATION OF FEDERAL 
AIRWAYS, CONTROLLED AIRSPACE 
AND REPORTING POINTS [NEW] 


Revocation of Federal Airway 
Segments 

March 1964, a notice of pro 
Posed rule making was published in th 

th Register (29 F.R. 3236) statinj 
mat the Federal Aviation Agency pro 

Fwfn revoke the segments of Ambe: 
CftUf ra l a i rway No - 1 from Red Blufl 
lanii r* 0 Eugene » Oreg., and from Port 
TnJ Oreg.. to Seattle. Wash. 
0nnA , e i les Jl ed pers ons were afforded ai 
PPortuntty to participate in the ruli 
m * ng through submission of com 
favorable^* comm ents received wen 


The substance of the proposed amend¬ 
ment having been published and for the 
reasons stated in the Notice, § 71.105 (29 
F.R. 1006, 4908) is amended as follows: 
In A-l “From the Red Bluff, Calif., RR 
via the Fort Jones, Calif., RR; Medford, 
Oreg., RR; Eugene, Oreg., RR; Portland, 
Oreg., RR; Toledo. Wash., RR; Seattle, 
Wash., RR;” is deleted and “From Eu¬ 
gene, Oreg., RR to the Portland, Oreg., 
RR. From Seattle, Wash., RR via the” 
is substituted therefor. 

This amendment shall become effective 
0001 e.s.t., August 20, 1964. 

(Sec. 307(a), 72 Stat. 749; 49 U.S.C. 1348) 

Issued in Washington, D.C., on June 5, 
1964. 

H. B. Helstrom, 

Acting Chief, Airspace Regulations 
and Procedures Division. 

[F.R. Doc. 64-5850; Filed, June 12, 1964; 
8:46 a.m.l 


(Airspace Docket 64-CE-4J 

PART 71—DESIGNATION OF FEDERAL 
AIRWAYS, CONTROLLED AIRSPACE, 
AND REPORTING POINTS [NEW] 

Designation of Federal Airway 
Segment * 

On March 14,1964, a notice of proposed 
rule making was published in the Fed¬ 
eral Register (29 F.R. 3404) stating that 
the Federal Aviation Agency proposed to 
designate a segment of VOR Federal air¬ 
way No. 133 from Traverse City, Mich., 
via Escanaba, Mich., to Marquette, Mich. 

Interested persons were afforded an 
opportunity to participate in the rule 
making through submission of com¬ 
ments. All comments received were 
favorable. 

The substance of the proposed amend¬ 
ment having been published and for the 
reason stated In the Notice, § 71.123 (29 
F.R. 1009) is amended as follows: In V- 
133 “to Traverse City, Mich.” is deleted 
and “Traverse City, Mich.; Escanaba, 
Mich.; to Marquette, Mich.” is substi¬ 
tuted therefor. 

This amendment shall become effective 
0001 e.s.t., August 20, 1964. 

(Sec. 307(a), 72 Stat. 749 ; 49 U.S.C. 1348) 

Issued in Washington, D.C., on June 
5, 1964. 

H. B. Helstrom, 

Acting Chief, Airspace Regulations 
and Procedures Division. 

[F.R. Doc. 64-5848; Filed, June 12, 1964; 
8:45 a.m.] 


[Airspace Docket 64-SW-18] 

PART 71—DESIGNATION OF FEDERAL 
AIRWAYS, CONTROLLED AIRSPACE, 
AND REPORTING POINTS [NEW] 

Alteration of Transition Area 

The purpose of this amendment to Part 
71 [New! of the Federal Aviation Regu¬ 
lations is to revoke the portion of the Las 
Vegas, N. Mex., transition area based 
upon the Las Vegas radio range. The 
Las Vegas radio range is scheduled to be 


decommissioned on approximately June 
25, 1964, resulting in the cancellation of 
the range approach. Therefore the re¬ 
quirement for the controlled airspace to 
protect the range approach will cease 
with the decommissioning of the range. 

Since this amendment imposes no ad¬ 
ditional burden on any person, notice and 
public procedure hereon are unnecessary 
and the amendment may be made effec¬ 
tive without regard to the 30-day sta¬ 
tutory period preceding effectiveness. 

In consideration of the foregoing. Part 
71 [New! of the Federal Aviation Regu¬ 
lations is amended, effective June 25, 
1964, as hereinafter set forth. In § 71.181 
(29 F.R. 1160) the Las Vegas, N. Mex., 
transition area is amended as follows: 
Delete “(latitude 35°39'25" N., longitude 
105°08'35" W.), within 2 miles each side 
of the Las Vegas RR SW course, extend¬ 
ing from the 8-mile radius area to 8 miles 
SW of the RR;” and substitute “(Lat. 
35°39'25" N.. Long. 105°08'35" W.) ” 
therefor. 

(Sec. 307(a) of the Federal Aviation Act of 
1958; 49 US.C. 1348) 

Issued in Washington, D.C. on June 5, 
1964. 

H. B. Helstrom, 

Acting Chief, Airspace Regulations 
arid Procedures Division. 

[F.R. Doc. 64-5851; Filed, June 12, 1964; 

8:46 a.m.J 


[Airspace Docket 63-EA-77] 

PART 71—DESIGNATION OF FED¬ 
ERAL AIRWAYS, CONTROLLED AIR¬ 
SPACE, AND REPORTING POINTS 

[NEW] 

PART 73—SPECIAL USE AIRSPACE 
[NEW] 

Designation of Restricted Area and 

Alteration of Federal Airways 

On February 28, 1964, a notice of pro¬ 
posed rule making was published in the 
Federal Register (29 F.R. 2791) stating 
that the Federal Aviation Agency pro¬ 
posed to designate a restricted area near 
Romulus, N.Y. 

Interested persons were afforded an 
opportunity to participate in the rule 
making through submission of com¬ 
ments. All comments received were 
favorable. 

In consideration of the foregoing, 
Parts 73 and 71 [New] of the Federal 
Aviation Regulations are amended, ef¬ 
fective 0001 e.s.t., August 20, 1964, as 
hereinafter set forth. 

1. In § 73.52 (29 FJl. 1267) the fol¬ 
lowing is added: 

R-5207 Romulus, N.Y. 

Boundaries. A circular area with a radius* 
of 1,350 feet centered at latitude 42°46'59" 
N., longitude 76‘53'06“ W. 

Designated altitudes. Surface to 2,000 feet 
MSL. 

Time of designation. 0730 to 1815 local 
time. Monday through Friday. 

Using agency. Commanding Officer, Sen¬ 
eca Army Depot, Romulus, N.Y. 

2. Section 71.123 (29 F.R. 1009. 3225, 
4671) is amended as follows: In Federal 
airways V-14 and V-34 add, “The air¬ 
space within R-5207 is excluded.” 
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(Sec. 307(a) of the Federal Aviation Act of 
1958; 49 U.S.C. 1348) 

Issued in Washington, D.C., on June 5, 
1964. 

Clifford P. Burton, 

Acting Director, 

Air Traffic Service. 

[F.R. Doc. 64-5852; Filed, June 12. 1964; 
8:46 ajn.] 


[Airspace Docket 64-WA-35] 

PART 75—ESTABLISHMENT OF JET 
ROUTES [NEW] 

Alteration, Correction 

On June 2, 1964, Federal Register 
Document No. 64-5444, was published in 
the Federal Register (29 F.R. 7145) 
amending Part 71 [New] of the Federal 
Aviation Regulations by altering VOR 
Federal airway No. 216 from Peck, Mich., 
direct to the new Kleinburg, Ontario, 
Canada, VOR. These actions are to be¬ 
come effective 0001 e.s.t., July 2, 1964. 

Subsequent to publication of the docu¬ 
ment, it has been determined that the 
United States portion of Canadian High 
Level airway No. 546/J-546 also should 
be realigned from Peck direct to Klein¬ 
burg. Such action is taken herein. Since 
this change is minor in nature and im¬ 
poses no undue burden on any person, 
notice and public procedure hereon are 
unnecessary and the effective date as 
originally adopted may be retained. 

In consideration of the foregoing, ef¬ 
fective immediately, Federal Register 
Document No. 64-5444 (29 F.R. 7145) is 
amended as follows. - 

1. In the heading add: Part 75—Estab¬ 
lishment of Jet Routes [New]. 

2. After the fourth paragraph of the 
text, add: 

In § 75.100 (29 F.R. 1287) Jet Route 
No. 546 is amended to read “Jet Route 
No. 546 (Peck, Mich., to the United 
States/Canadian Border) (joins Cana¬ 
dian high level airway No. 546). From 
Peck, Mich., to the United States/Cana¬ 
dian Border via the Peck to Kleinburg, 
Ontario, direct radial.” 

(Sec. 307(a), 72 Stat. 749; 49 U.S.C. 1348) 

Issued in Washington, D.C., on June 
5, 1964. 

H. B. Helstrom, 

Acting Chief, Airspace Regulations 
and Procedures Division. 

[FJR. Doc. 64-5849; Filed. June 12, 1964; 

8:45 am.] 


Chapter III—Federal Aviation Agency 

SUBCHAPTER C—AIRCRAFT REGULATIONS 

[Reg. Docket 5001; Arndt. 746) 

PART 507—AIRWORTHINESS 
DIRECTIVES 

Dornier Model DO-28 Aircraft 

A proposal to amend Part 507 of the 
Regulations of the Administrator to in¬ 
clude an airworthiness directive requir¬ 
ing the changing of the electrical wiring 
on Dornier Model DO-28 aircraft was 
published in 29 F.R. 5349. 

Interested persons have been afforded 
an opportunity to participate in the 
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making of the amendment. No objec¬ 
tions were received. 

In consideration of the foregoing, and 
pursuant to the authority delegated to 
me by the Administrator (25 F.R. 6489), 
§ 507.10(a) of Part 507 (14 CFR Part 
507), is hereby amended by adding the 
following new airworthiness directive: 

Dornier. Applies to all Model DO-28 air¬ 
craft up to and Including Serial Number 
3060. 

Compliance required as indicated. 

It has been found that the generator and 
battery relays remain inoperative with low 
battery voltage so that the electrical system 
remains without power supply. To correct 
this condition, accomplish the following: 

Within the next 50 hours' time in service, 
change the electrical wiring as specified by 
Dornier Technical Bulletin 28-6 dated De¬ 
cember 7, 1962. 

(Dornier Technical Bulletin No. 28-6 
dated December 7, 1962, covers this same 
subject.) 

This amendment shall become effective 
July 13.1964. 

(Secs. 313(a), 601, 603; 72 Stat. 752, 775. 776; 
49 U.S.C. 1354(a), 1421, 1423) 

Issued in Washington, D.C., on June 8, 
1964. 

W. Lloyd Lane, 

Acting Director, 
Flight Standards Service. 

[F.R. Doc. 64-5854; Filed. June 12. 1964; 
8:46 a.m.) 


[Reg. Docket No. 6014; Arndt. 745] 

PART 507—AIRWORTHINESS 
DIRECTIVES 

Lockheed Models 49 Through 1049H 
Series Aircraft 

There have been several instances of 
cracks occurring in the nose landing 
gear retract cylinder rod terminal ends 
on Lockheed Models 49 through 1049H 
Series aircraft, one of which resulted in 
a failure. To correct this condition, an 
airworthiness directive is being issued 
to require inspection of the nose landing 
gear retract cylinder rod terminal ends 
and replacement of any parts found 
cracked. 

As a situation exists which demands 
immediate adoption of this regulation, 
it is found that notice and public pro¬ 
cedure hereon are impracticable and 
good cause exists for making this amend¬ 
ment effective upon publication in the 
Federal Register. 

In consideration of the foregoing, and 
pursuant to the authority delegated to 
me by the Administrator (25 F.R. 6489), 
§ 507.10(a) of Part 507 (14 CFR Part 
507), is hereby amended by adding the 
following new airworthiness directive: 

Lockheed. Applies to all Models 49, 149, 
649. 649A. 749, 749A, 1049-54, 1049C, 
1049D. 1049E, 1049G and 1049H Series 
aircraft. 

Compliance required as Indicated. 

As a result of a number of reported cracks 
and one failure In the nose landing gear re¬ 
tract cylinder rod terminal end. accomplish 
the following: 

(a) Aircraft on which the nose landing 
gear retract cylinder rod terminal ends, P/N’s 
404052 or 1005032 have accumulated 4,500 or 
more landings on the effective date of this 


AD, shall be Inspected in accordance with 
(d) within 100 landings after the effective 
date of this AD, unless already accomplished 
within the last 250 landings, and thereafter 
at intervals not to exceed 350 landings, if 
the rod terminal end is reworked in accord¬ 
ance with (g) the reworked part shall be 
inspected in accordance with (d) within 
700 landings after the rework is accom¬ 
plished, and thereafter at intervals not to 
exceed 700 landings. 

(b) Aircraft on which the nose landing 
gear retract cylinder rod terminal ends have 
accumulated less than 4,500 landings on the 
effective date of this AD, shall be inspected 
in accordance with (d) prior to the accu¬ 
mulation of 4,600 landings and thereafter at 
Intervals not to exceed 350 landings. If the 
rod terminal end is reworked in accordance 
with (g), prior to accumulation of 4 500 
landings the initial compliance with <d» is 
required prior to the accumulation of 5,200 
landings and thereafter at intervals not to 
exceed 700 landings. 

(c) For those operators maintaining rec¬ 
ords of hours' time in service in order u> as¬ 
certain compliance with this AD, the number 
of landings required in (a) and (b) may be 
replaced with an equal number of hours' 
time In service. For those operators main¬ 
taining records of landings, In order to as¬ 
certain compliance with this AD where past 
records of landings ore unavailable the num¬ 
ber of landings prior to the effective date of 
this AD may be estimated by substituting 
one landing for each horn* of time in service. 

(d) Inspect the rod terminal end in the 
area between the threaded shank and the 
fork legs on P/N 404052 and from the edge 
of the chrome plated rod area to the fork 
legs on P/N 1005032 for fatigue cracks by 
ultrasonic method, magnetic particle method 
or an equivalent approved by the Chief. Air¬ 
craft Engineering Division, FAA Western 
Region. 

(e) Replace cracked P/N 404052 rod ter¬ 
minal ends before further flight. Used, un¬ 
cracked parts may be used as replacements 
In lieu of new parts but must be Inspected 
in accordance with (d) Immediately prior 
to installation, and thereafter at Intervals 
not to exceed the reinspected Intervals of 
(a) and (b). Part Number 1005033. when 
used to replace P/N 404052, shall be in¬ 
stalled in accordance with Lockheed Service 
Bulletin 49/SB-767 for Models 49 through 
749A aircraft and Lockheed Service Bulletin 
1049/SB-2144 for Models 1049-54 through 
1049H Series aircraft. 

(f) Replace cracked P/N 1005032 rods be¬ 
fore further flight with parts of the same 
part number. Used, uncracked parts may 
be used as replacements in lieu of new parts 
but must be Inspected In accordance with 
(d) Immediately prior to installation, and 
thereafter at Intervals not to exceed the 
reinspection intervals of (a) and (b*. 

(.g) Uncracked retract cylinder terminal 
rod ends may be reworked as follows to 
qualify for the increased inspection intervals 
afforded in (a) and (b): 

(1) Polish the radius areas between the 
shank and the fork legs to remove all evi¬ 
dence of corrosion and machine marks. 

(2) Shot peen the radius areas between 
the shank and the fork legs to 0.012 0 016 
Almen A2 Intensity using 0 . 019 - 0.028 cast 
steel shot. 

(3) Cadmium plate the polished and shot 

peened areas per process specification 
P—416, Type n. Class B, and bake at 375' -400 
F. for a minimum of three hours immediate 
after plating. „ 

(4) Identify the rework by stamping a 
after the original part number. 

(h) Upon request of the operator, an i * 
maintenance inspector, subject to prior ap¬ 
proval of the Chief, Aircraft Engineer ng 
Division, FAA Western Region, may adj 
the repetitive inspection intervals «P*;; * 
in this AD to permit compliance at an esu 
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lished inspection period of the operator If 
the request contains substantiating data to 
justify the increase for such operator. 

i Lockheed Service Bulletins 49/SB-767 
and 1049/SB-2144 pertain, in part, to this 
subject.) 

This amendment shall become effec¬ 
tive June 12,1964. 

(Secs. 313(a), 601, 603; 72 Stat. 752, 775, 
776 ; 49 U.S.C. 1354(a), 1421, 1423) 

Issued in Washington, D.C., on June 

8, 1964. 

W. Lloyd Lane, 

Acting Director, 
Flight Standards Service. 

[F.R. Doc. 64-5855; Filed. June 12, 1964; 
8:46 ana.] 


Title 21—FOOD AND DRUGS 


Chapter I—Food and Drug Adminis¬ 
tration, Department of Health, Edu¬ 
cation, and Welfare 

SUBCHAPTER B—FOOD AND FOOD PRODUCTS 

PART 120— TOLERANCES AND EX¬ 
EMPTIONS FROM TOLERANCES FOR 
PESTICIDE CHEMICALS IN OR ON 
RAW AGRICULTURAL COMMODI¬ 
TIES 


Status of Benzaldehyde Used as Bee 
Repellant 


Under the authority provided in the 
Federal Food, Drug, and Cosmetic Act 
(secs. 408, 701, 68 Stat. 511 as amended, 
52 Stat. 1055 as amended; 21 U.S.C. 346a, 
371) and delegated to the Commissioner 
of Food and Drugs by the Secretary of 
Health. Education, and Welfare (21 CFR 
2.90; 29 F.R. 471) the regulations in Sub¬ 
parts A and B of Part 120 are amended 
as follows; 


1. The name “Pesticide Branch” is 
changed to read “Petitions Control 
Branch” in the following sections: 
§§ 120.1(d) , 120.2(b). 120.7 (a), (b), (d), 
(e) and 120.8. 


2. Benzaldehyde has been generally 
recognized as safe when used as a flavor 
in foods in accordance with good manu¬ 
facturing practice. The Commissioner 
nas received an inquiry regarding the 
status of this chemical when used as a 
Pee repellant in the harvesting of honey, 
wnen so used, residues are generally less 
inan an amount that would impart flavor 
{?. e hone y* To clarify the status of 
o«! S ™ emic al under section 408 of the 
b 120.2(a) is amended to read: 


1 - 0.2 Pesticide chemicals considered 

safe. 


r fl ie a \u S a generft l rule, pesticide cl 
cais other than benzaldehyde (wher 
EL* ^repellant in the harvest! 
^ney) # ferrous sulfate, lime, lime-s 
P^ium polysulflde, sodium carbt 
sooiuxn chloride, sodium polysulflde 
ai # n ?* for the Purposes of s< 

ascaf the act generally recog 

M safe for use. 

and pubUc Procedure an 
thp effective date are not necesst 
ampnrf Uance °* tbis °rder, sinc< 
are solel y editorial or I 
pretative in nature. 


Effective date. This order shall be 
effective on the date of its publication 
in the Federal Register. 

(Secs. 408, 701, 68 Stat. 511 as amended, 52 
Stat. 1055 as amended; 21 U.S.C. 346a, 371) 

Dated; June 8,1964. 

John L. Harvey, 
Deputy Commissioner 
of Food and Drugs. 

[F.R. Doc. 64-5883; Filed. June 12, 1964; 
8:48 a.m.l 


PART 121—FOOD ADDITIVES 

Subpart A—Definitions and Proce¬ 
dural and Interpretative Regula¬ 
tions 

Further Extensions of Effective Date 
of Statute for Certain Specified Food 
Additives 

As provided in the Federal Food, Drug, 
and Cosmetic Act (sec. 6(c), Public Law 
85-929, as amended sec. 2, Public Law 
87-19; 72 Stat. 1788, as amended 75 Stat. 
42; 21 U.S.C., note under sec. 342) and 
delegated to the Commissioner of Food 
and Drugs by the Secretary of Health, 
Education, and Welfare (21 CFR 2.90; 
29 F.R. 471), the food additive regula¬ 
tions (21 CFR 121.90, 121.91; 29 F.R. 
2558) are amended as hereinafter set 
forth: 

1. Section 121.90 Further extensions 
of effective date of statute for certain 
specified food additives as direct addi¬ 
tives to food is amended in the following 
respects: 

a. By extending the effective date of 

the following items listed under “Miscel¬ 
laneous” from January 1, 1964, to 

June 30, 1964, and by deleting the re¬ 
quirement for a progress report: “Glyc¬ 
erin, polymerized, esterified • # V* 
and “triethanolamine.” 

b. By extending the effective date of 
all items now listed as January 1, 1964, 
under “Synthetic Flavoring Substances 
and Adjuncts” and under “Flavoring 
Substances and Natural Substances Used 
in Conjunction with Flavors” to a new 
effective date of June 30. 1964, and by 
deleting the requirement for a progress 
report for these items. 

2. Section 121.91 Further extensions 
of effective date of statute for certain 
specified food additives as indirect addi¬ 
tives to food is amended by extending the 
effective date of the following items from 
January 1, 1964, to June 30, 1964, and by 
deleting the requirement for a progress 
report: 

Dlbutyl diethylene glycol • * *. 

Dllauryl ketone. 

Dl(oxyethyl)-dlethylenetriamlne • • •. 
Ketone resin, cyclic • • •. 

4.4'- Methy lcnedlaniline. 
m -Phenyl enediamine. 

Notice and public procedure and de¬ 
layed effective date are not necessary 
prerequisites to the promulgation of this 
order, and I so find, since extensions of 
time, under certain conditions, for the 
effective date of the food additives 
amendment to the Federal Food, Ding, 
and Cosmetic Act were contemplated by 
Public Law 87-19 as a relief of restric¬ 
tions of the food-processing industry. 


Effective date. This order shall be¬ 
come effective on the date of signature. 

(Sec. 6(c). Public Law 85-929, as amended, 
sec. 2, Public Law 87-19; 72 Stat. 1788. as 
amended 75 Stat. 42; 21 U.S.C., note under 
sec.342) 

Dated: June8,1964. 

John L. Harvey, 
Deputy Commissioner 
of Food and Drugs. 

[FJt. Doc. 64-5884; Filed, June 12, 1964; 
8:48 ajn.J 


PART 121—FOOD ADDITIVES 

Subpart C—Food Additives Permitted 
in Feed and Drinking Water of 
Animals or for the Treatment of 
Food-Producing Animals 

Change of Subpart Heading 

Effective on the date of publication of 
this order in the Federal Register the 
heading for Subpart C of Part 121 is 
amended to read as set forth above. 

(Sec. 409, 72 Stat. 1786; 21 U.S.C. 348) 

Dated: June 8, 1964. 

John L. Harvey, 
Deputy Commissioner 
of Food and Drugs. 

[FJR. Doc. 64-5843; Filed, June 12, 1964; 
8:45 a.m.J 


PART 121—FOOD ADDITIVES 

Subpart F—Food Additives Resulting 
From Contact With Containers or 
Equipment and Food Additives 
Otherwise Affecting Food 

Ethylene-Methyl Acrylate Copolymer 
Resins 

The Commissioner of Food and Drugs, 
having evaluated the data submitted in 
a petition (FAP 1115) filed by Spencer 
Chemical Company, Dwight Building, 
Kansas City 5, Missouri, and other rele¬ 
vant material, has concluded that the 
food additive regulations should be 
amended to provide for the use of 
ethylene-methyl acrylate copolymer res¬ 
ins as the food-contact surface of articles 
intended for use in producing, manufac¬ 
turing. packing, processing, preparing, 
treating, packaging, transporting, or 
holding dry and aqueous food only. 
Therefore, pursuant to the provisions of 
the Federal Food, Drug, and Cosmetic 
Act (sec. 409(c)(1), 72 Stat. 1786; 21 
U.S.C. 348(c) (1)), and under the author¬ 
ity delegated to the Commissioner by the 
Secretary of Health, Education, and Wel¬ 
fare (21 CFR 2.90; 29 FH. 471), Part 121 
is amended by adding to Subpart F the 
following new section: 

§ 121.2528 Ethyicne-nictliyl acrylate 
copolymer resins. 

Ethylene-methyl acrylate copolymer 
resins may be safely used as the food- 
contact surface of articles intended for 
use in producing, manufacturing, pack¬ 
ing, processing, preparing, treating, 
packaging, transporting, or holding food 
only of the types identified in § 121.2526 
(c), table 1, under categories I, n, VI, and 
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VIII, in accordance with the following 
prescribed conditions: 

(a) Ethylene-methyl acrylate copoly¬ 
mer resins consist of basic resins pro¬ 
duced by the copolymerization of eth¬ 
ylene and methyl acrylate, to which may 
have been added certain optional sub¬ 
stances to impart desired technological 
properties to the resin. Subject to any 
limitations prescribed in this section, the 
optional substances may include: 

(1) Substances generally recognized 
as safe in food and food packaging. 

(2) Substances used in accordance 
with a prior sanction or approval. 

(3) Substances permitted for use in 
ethylene-methyl acrylate copolymer 
resins by other regulations in this Sub- 
part F subject to the provisions of such 
regulation. 

(b) The methyl acrylate content of 
the ethylene-methyl acrylate copolymer 
resins shall not exceed 16 percent by 
weight of the finished resin including 
any optional substances added under the 
provisions of paragraph (a) (1>, (2), 
and (3) of this section. 

(c) The provisions of this section are 
not applicable to ethylene-methyl acry¬ 
late copolymer resin used in the formu¬ 
lation of food-packaging adhesives com¬ 
plying with § 121.2520. 

Any person who will be adversely af¬ 
fected by the foregoing order may at any 
time within 30 days from the date of its 
publication in the Federal Register file 
with the Hearing Clerk, Department of 
Health, Education, and Welfare, Room 
5440, 330 Independence Avenue SW.. 
Washington 25, D.C., written objections 
thereto. Objections shall show wherein 
the person filing will be adversely 
affected by the order and specify with 
particularity the provisions of the order 
deemed objectionable and the grounds 
for the objections. If a hearing is re¬ 
quested, the objections must state the 
issues for the hearing. A hearing will 
be granted if the objections are sup¬ 
ported by grounds legally sufficient to 
justify the relief sought. Objections 
may be accompanied by a memorandum 
or brief in support thereof. All docu¬ 
ments shall be filed in quintuplicate. 

Effective date. This order shall be 
effective on the date of its publication in 
the Federal Register. 

(Sec. 409(c)(1), 72 Stat. 1786; 21 U.8.C. 348 
(c)(1)) 

Dated: June 9,1964. 

John L. Harvey, 
Deputy Commissioner 
of Food and Drugs . 

[FR. Doc. 04-5885; Filed, June 12, 1964; 

8:48 a.m.l 


Title 29—LABOR 

Chapter V—Wage and Hour Division, 
Department of Labor 
SUBCHAPTER A—REGULATIONS 

PART 657—TOBACCO INDUSTRY IN 
PUERTO RICO 

Wage Rates 

Pursuant to sections 5, 6, and 8 of the 
Fair Labor Standards Act of 1938 (29 


U.S.C. 205, 206, and 208), the Secretary 
of Labor by Administrative Order No. 
581 (29 F.R. 6092) appointed and con¬ 
vened Review Committee 8 and referred 
to it and duly noticed a hearing on the 
question of the minimum rate or rates of 
wages to be paid under paragraph (C) 
of Proviso (1) of subsection 6(c) of the 
Act in lieu of those provided under para¬ 
graph (B) of Proviso (1) to employees 
in the tobacco industry in Puerto Rico 
as that industry is defined in 29 CFR 
657.1. 

Subsequent to an investigation and a 
hearing conducted pursuant to the 
notice, the committee filed with the Ad¬ 
ministrator a report containing its find¬ 
ings and recommendations with respect 
to the matters referred to it. 

Accordingly, as authorized and re¬ 
quired by sections 6 and 8 of the Fair 
Labor Standards Act of 1938, Re¬ 
organization Plan No. 6 of 1950 (3 CFR 
1949-53 Comp., p. 1004), and General 
Order No. 45-A of the Secretary of Labor 
(15 F.R. 3290), the recommendations of 
the committee are hereby published in 
this order amending the introductory 
paragraph of § 657.2 and § 657.2(a) (1), 
(2) (i) , (3) (i), and (4) (i) , and by estab¬ 
lishing a new paragraph (a) (5), Effective 
June 24, 1964, to read as follows: 

§ 657.2 Wage rales. 

The tobacco industry in Puerto Rico 
is divided into six classifications. Wages 
at rates not less than those prescribed in 
this section shall be paid under sub¬ 
section 6(c) of the Fair Labor Standards 
Act of 1938 by every employer to each 
of his employees in each of the classifica¬ 
tions in the tobacco industry in Puerto 
Rico who in any workweek is engaged 
in commerce or in the production of 
goods for commerce or is employed in an 
enterprise engaged in commerce or in 
the production of goods for commerce as 
those terms are defined in section 3 of 
the Act. 

(a) Previously covered classifications. 

* • • 

(1) Filler tobacco processing classifi¬ 
cation. (i) The minimum wage for this 
classification is 48 cents an hour. 

(ii) This classification is defined as 
the processing of all filler tobaccos in¬ 
cluding, but without limitation, the grad¬ 
ing, fermenting, packing, storing, dry¬ 
ing and handling of filler tobaccos prior 
to their use in the manufacture of cigars 
or other finished products, and including 
all activities performed as a necessary 
incident to such processing in the place 
of employment where such processing is 
carried on: Provided , however. That this 
classification shall not include such ac¬ 
tivities when they are performed as part 
of an integrated machine processing op¬ 
eration, and provided further, that this 
classification shall not include the shred¬ 
ding, chopping, threshing, stemming of 
such tobaccos by machine and operations 
immediately incidental thereto, or stem¬ 
ming such tobaccos by hand. 

(2) Wrapper type tobacco processing 
classification. <i) The minimum wage 
for this classification is 88 cents an hour. 

« • • * • 

(3) Machine threshing , other opera¬ 
tions classifications, (i) The minimum 


wage for this classification is 85 cents an 
hour. 

• • • • • 

(4) General classification, (i) The 
minimum wage for this classification is 
$1.06 an hour. 

• * * • • 

(5) Filler hand stemming classifica¬ 
tion. (i) The minimum wage for this 
classification is 50 cents an hour. 

(ii) This classification is defined as 
the removing of the stem from the leaf 
by hand on all filler tobaccos. 

(Sec. 8. 52 Stat. 1064; 29 UB.C. 208) 

Signed at Washington, D.C., this 10th 
day of June 1964. 

Clarence T. Lundquist, 
Administrator. 

[F.R. Doc. 64-5903; Filed, June 12. 1964; 

8:49 ajn.J 


Title 45—PUBLIC WELFARE 

Chapter I—Office of Education, De¬ 
partment of Health, Education, and 
Welfare 

PART 142—LOANS TO PRIVATE NON¬ 
PROFIT SCHOOLS FOR ACQUISI¬ 
TION OF EQUIPMENT FOR 
STRENGTHENING INSTRUCTION IN 
SCIENCE, MATHEMATICS, AND 
MODERN FOREIGN LANGUAGES 

Part 142 of Title 45 of the Code of Fed¬ 
eral Regulations, dealing with regula¬ 
tions for the administration of section 
305 of Title HI of the National Defense 
Education Act of 1958, as amended, 20 
U.S.C. 445, is revised to read as follows: 

Subpart A—Scope of Section 305 

Sec. 

142.1 Purpose of loan program. 

Subparr B—Definitions 

142.2 Definitions. 

Subpart C—Application 

142.3 Application for loan. 

Subpart D—Loan Procedures 

142.4 Review of application. 

142.5 Action on approved applications. 

142.6 Loan conditions. 

142.7 Interest. 

142.8 Repayment. 

142.9 Reports and records. 

Authority: The provisions of this Part 1*^1 
issued under secs. 305, 72 Stat. 1590, and 1 11 ■ 
72 Stat. 1602; 20 U.S.C. 445. 581. 

Subpart A—Scope of Section 305 
§ 14-2.1 Purpose of loun program. 

The Federal Government makes loan 
funds available under the provisions o 
section 305 of the Act to eligible private 
nonprofit elementary and second a* 
schools for the acquisition of equipme 
suitable for use in providing education in 
science, mathematics, and modern io - 
eign languages, and for minor remod - 
ing of laboratory or other space used ioi 
such equipment. 

Subpart B— Definitions 
§ 142.2 Definitions. 

As used in this part: , ont . P 

(a) “Act" means the National Defer. 
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Education Act of 1958 (72 Stat. 1580), 
as amended, 20 U.S.C. Ch. 17. 

(b) “Application” means a request to 
borrow funds from the United States 
under section 305(b) of the Act. sub¬ 
mitted to the Commissioner in such form 
os he may require. 

(c) “Audiovisual library” means a 
facility operated by a school or a group 
of schools under a school system for the 
collection, custody, cataloging, mainte¬ 
nance, and distribution of audiovisual 
materials for use in science, mathe¬ 
matics, or modem foreign language edu¬ 
cation in elementary or secondary 
schools. 

(d) “Commissioner” means the United 
States Commissioner of Education, De¬ 
partment of Health, Education, and 

Welfare. 

(e) * Department” means the Depart¬ 
ment of Health, Education, and Welfare. 

(f) “Elementary school” means a 
school which provides elementary edu¬ 
cation, as determined under State law. 

(g) Equipment” means laboratory 
and other special equipment as defined 
in paragraph (h) of this section and 
materials as defined in paragraph (1) of 
this section. 

<h) “Laboratory and other special 
equipment” means (1) fixed or movable 
articles, which are particularly appro¬ 
priate for use in providing science, math¬ 
ematics, or modern foreign language 
education in an elementary or second¬ 
ary school, and which are to be used 
either by teachers in connection with 
teaching or by students in learning in 
such courses; (2) audiovisual equipment, 
such as motion picture, slide, filmstrip, 
overhead, and micro projectors, record¬ 
ing equipment, and television receivers, 
to be used, either by teachers in connec¬ 
tion with teaching or by students in 
learning, primarily in providing educa¬ 
tion in science, mathematics, or modern 
foreign languages in an elementary or 
secondary school; (3) “materials” as de¬ 
fined in paragraph (i) of this section, 
and devices (other than for duplication 
or printing, such as mimeograph ma¬ 
chines, ditto machines, and offset print¬ 
ing machines and standard keyboard 
typewriters) to be used primarily for 
preparation of science, mathematics, or 
modern foreign language audiovisual 
materials; (4) storage equipment to be 
used solely for the care and protection 
or the foregoing items when used in 
uiooratories or classrooms for science, 
mathematics, or modem foreign lan¬ 
guage education; (5) test grading equip¬ 
ment to be used primarily in providing 

ucation in science, mathematics, or 
modern foreign languages in an ele- 
mentary or secondary school; and (6) 
Socialized equipment for audiovisual 

wanes serving elementary or second- 
. ls when s uch equipment is to be 
m f, primarily in providing science, 
muiemaiica, or modern foreign lan- 
SSf* education. (The term does not 
fun! 1 -* SUcl1 items us general-purpose 

nuure, radio, or television broadcast- 
tpm apparatus ’ intercommunication sys- 
v * or items for the maintenance and 
Dmvil* *** equipment except equipment 
Paragra^hT ln subparaBraph (6) of tlUs 
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(i) “Materials” means those items 
which with reasonable care and use may 
be expected to last for more than one 
year and are suitable for and are to be 
used in providing education in science, 
mathematics, or modern foreign lan¬ 
guages in an elementary or secondary 
school. The term includes such items 
as tapes and discs; slides and trans¬ 
parencies; films and filmstrips; books, 
pamphlets, and periodicals for reference 
use; and other printed and published 
materials such as maps and charts. The 
term does not Include such items as text¬ 
books (as defined in paragraph (t) of 
this section) or chemicals and other sup¬ 
plies which are consumed in use. 

(j) “Mathematics” means the study of 
shape, arrangement, and number 
through units of courses normally re¬ 
quired of pupils In elementary grades, or 
for high school graduation, or for admis¬ 
sion to post high school institutions, and 
through elective courses. 

(k) “Minor remodeling” means those 
minor alterations in a previously com¬ 
pleted building in space used or to be used 
as a laboratory or classroom for science, 
mathematics, or modern foreign lan¬ 
guage education, which are necessary to 
make effective use of equipment used in 
providing education in science, mathe¬ 
matics, or modem foreign languages. 
The term also includes those minor alter¬ 
ations in a previously completed building 
which are necessary to make effective use 
of the items referred to in subparagraphs 
(5) and (6) of paragraph (h) of this 
section. The term may also include the 
extension of utility lines, such as for 
water and electricity, from points beyond 
the confines of the space in which the 
minor remodeling is undertaken but 
within the confines of such previously 
completed building, to the extent attrib¬ 
utable to make effective use of equipment 
used in providing education in science, 
mathematics, or mo/^ern foreign lan¬ 
guages. The term does not include 
building construction, structural altera¬ 
tions to building, building maintenance, 
or building repairs. Minor remodeling 
may be done in a building owned by or 
under lease to the applying school. If the 
building is leased, the leasehold interest 
shall be sufficient in the light of the cost 
of the remodeling to be accomplished 
with loan funds. 

(l) “Modern foreign language” means 
a language, other than English, which is 
in current use as a common medium of 
communication by some substantial seg¬ 
ment of the world population. (Latin 
is not a modern foreign language.) 

(m) “Nonprofit,” as applied to a school, 
means a school, owned and operated by 
one or more nonprofit corporations or 
associations no part of the net earnings 
of which inures, or may lawfully inure, 
to the benefit of any private shareholder 
or individual. 

(n) “Private,” as applied to a school, 
means a school which is established by 
an agency other than a State or a politi¬ 
cal subdivision or any combination of 
either or both, and which is supported in 
whole or in part by other than public 
funds and is administered and controlled 
by other than publicly elected or ap¬ 
pointed officials. 


(o) “Project” means a proposal by a 
school, as detailed in a loan application, 
to strengthen instruction in science, 
mathematics, or modem foreign lan¬ 
guages. through the acquisition of labo¬ 
ratory or other special equipment or 
minor remodeling. 

(p) “School” means a division of In¬ 
structional organization consisting of a 
group of pupils comprised of one or more 
grade groups, organized on a class basis 
as one unit with one or more teachers to 
give instruction of a defined type, and 
housed in a school plant of one or more 
buildings. More than one school may be 
housed in one school plant as is the case 
when the elementary and secondary 
schools are housed in the same school 
plant. 

(q) “Science” includes the physical 
and biological sciences, but not the social 
sciences. 

(r) “Secondary school” means a school 
which provides secondary education, as 
determined under State law, except that 
the term does not include any education 
provided beyond grade 12. 

(s) “State” means a State of the 
Union, Puerto Rico, the District of 
Columbia, the Canal Zone. Guam, Amer¬ 
ican Samoa, or the Virgin Islands. 

(t) “Textbook” means a book, work¬ 
book or manual, a copy of which is ex¬ 
pected to be available for the individual 
use of each pupil. 

Subpart C—Application 

§ 142.3 Application for loan. 

(a) Filing application. A private 
nonprofit school, or its governing au¬ 
thority. desiring to borrow funds shall 
file an application for that purpose with 
the Commissioner. 

(b) Content of application. Such ap¬ 
plication shall include: 

(1) An appropriate identification of 
the applicant school; 

(2) Satisfactory evidence of the ap¬ 
plicant’s eligibility as a private non¬ 
profit elementary or secondary school; 

(3) Statements of financial condition 
and information concerning credit of 
the applicant and of any proposed 
guarantor; 

(4) A request for a loan in a definite 
amount; 

(5) A proposed plan of repayments of 
principal, with interest, within 10 years 
of the date of the loan; 

(6) An itemized list of the equipment, 
including materials, which is proposed 
to be acquired with the loan funds and 
the estimated cost thereof, the list to be 
organized by subject area and grade level 
at which the equipment is to be used; 

(7) If funds are requested for minor 
remodeling, a specification of the work 
to be done, the cost thereof, and the ne¬ 
cessity for the remodeling in order to 
make effective use of equipment; 

(8) Certification that the equipment 
is to be used primarily for providing edu¬ 
cation in science, mathematics, or mod¬ 
ern foreign languages, except that in the 
case of storage equipment it will be used 
solely for the care and protection of 
equipment, including materials for sci¬ 
ence, mathematics, or modern foreign 
language education, and a certification 
that the minor remodeling, if any, is to 
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be performed to make effective use of 
equipment in science, mathematics, or 
modem foreign language education; 

(9) A description showing the direct 
relationship of the proposed expenditures 
to the overall design for enriching the 
planned educational program and the 
achievement of desired curriculum goals 
in the particular subject areas; and 

(10) Such additional information as 
the Commissioner may require. 

(c) Authorization for application. 
The application shall be signed by an 
authorized representative of the school, 
and shall contain satisfactory evidence 
of— 

(1) The authority to make the loan 
application; 

(2) The designation of the person 
signing the application as a representa¬ 
tive of the school authorized to negoti¬ 
ate for the loan; 

(3) The legal identification of the cor¬ 
poration, association or other entity that 
will be the maker of the note; and 

(4) A designation, by title, of the of¬ 
ficer, or officers, empowered to execute 
the note on behalf of such entity. 

Subpart D—Loan Procedures 

§ 142.4 Review of application. 

Action with respect to approving a 
loan application will be taken only after 
a review of information contained in the 
application and any other pertinent in¬ 
formation which the Commissioner may 
possess. 

§ 142.5 Action on approved applications. 

(a) Execution of note. After the 
Commissioner approves an application 
for a loan, he will so notify the applicant. 
Upon receipt of a request for funds, the 
Commissioner will require the execution 
of a promissory note, which will include 
a schedule of payments of principal, with 
interest accruing on the unpaid principal 
of the loan to the dates of such pay¬ 
ments. 

(b) Payment to school. Upon receipt 
of a duly executed note, the Commis¬ 
sioner will cause the loan funds to be 
paid to the applicant. 

(c) Rescission of loan approval. If 
the applicant does not request the loan 
funds within a reasonable time, the Com¬ 
missioner may rescind the approval of the 
loan application. 

§ 142.6 Loan conditions. 

(a) Limitation on amount . Each loan 
will be limited to the amount which may 
reasonably be expected to be expended 
without undue delay for the acquisition 
of equipment or for minor remodeling. 

(b) Assurance of repayment. All loans 
will be made on the basis of such security 
or evidence of financial responsibility as 
will reasonably assure repayment. 

(c) Use of loan funds. All loans will 
be subject to the condition that the funds 
borrowed will be used only for the acqui¬ 
sition of equipment, or for the perform¬ 
ance of minor remodeling, substantially 
similar to the project described in the 
approved application. 

(d) Unused funds. Loan funds that 
are not used within a reasonable time 
shall immediately become due and pay¬ 
able, with interest accrued thereon. If 


an applicant fails to file a completion 
report as required by § 142.9 within a 
reasonable time, the loan funds may be 
deemed not to have been used. This par¬ 
agraph applies only if the total amount 
not used equals or exceeds two percent of 
the amount lent or $200, whichever is 
smaller. 

(e) Misused funds. Such of the loan 
funds amounting to or exceeding two 
percent of the amount lent or $200, 
whichever is smaller, as are used in a 
manner that does not comply with the 
conditions set forth in paragraph (c) of 
this section may be immediately declared 
due and payable, with interest accrued 
thereon. However, if any of the loan 
funds are used for purposes other than 
those provided for in § 142.1, the entire 
unpaid balance of the loan shall imme¬ 
diately become due and payable, with 
interest accrued thereon. 

(f) Disposal and diversion of equip - 
ment acquired. If during the period of 
the loan the applicant diverts equipment 
to an unauthorized purpose, or disposes 
of such equipment, the unpaid balance 
of the loan shall, at the option of the 
Commissioner, become immediately due 
and payable, with interest accrued 
thereon. Any diversion or disposal of 
equipment shall immediately be reported 
to the Commissioner. 

(g) Time of acquisition. Loan funds 
shall not be used for the acquisition of 
equipment, including minor remodeling, 
for which firm commitments have been 
made prior to the approval of the appli¬ 
cation. 

(h) Equipment from a Communist 
country . Annual appropriation acts for 
the Department of Health, Education, 
and Welfare, such as the Department of 
Health, Education, and Welfare Appro¬ 
priation Act, 1963 (76 Stat. 361, 367) 
and 1964 (77 Stat. 224, 231), have pro¬ 
vided that no part of the funds appro¬ 
priated for “Defense Educational Activi¬ 
ties” shall be available for the purchase 
of science, mathematics, or modem lan¬ 
guage teaching equipment, or equipment 
suitable for use for teaching in such 
fields of education, which can be identi¬ 
fied as originating in or having been ex¬ 
ported from a Communist country, un¬ 
less such equipment is unavailable from 
any other source. Accordingly, such a 
condition would apply to all loans made 
under section 305 of the Act. A viola¬ 
tion of such a condition would consti¬ 
tute a misuse of funds which will cause 
them to become immediately due and 
payable, with interest accrued thereon. 
Inquiry should be made of the Commis¬ 
sioner if the applicant has any question 
whether a specific proposed use of loan 
funds might violate such a condition. 

§ 142.7 Interest. 

(a) Determination of interest rate. 
Loans will bear interest at the rate ar¬ 
rived at by adding one-quarter of one 
per centum per annum to the rate which 
the Secretary of the Treasury determines 
to be equal to the current average yield 
on all outstanding marketable obligations 
of the United States as of the last day 
of the month preceding the date the ap¬ 
plication for the loan is approved and by 


adjusting the result so obtained to the 
nearest one-eighth of one per centum. 

(b) Effective interest raic. The in¬ 
terest rate in effect at the time a loan is 
approved will remain in effect for the 
life of the loan. 

(c) Date of loan. The date of the 
U.S. Treasury check issued to the appli¬ 
cant covering the loan to it will be the 
date of the loan and the date from which 
the interest accrues. 

§ 142.8 Repayment. 

(a) Schedule of repayments. Repay¬ 
ments of principal with accrued interest 
shall be made on such dates as may be 
agreed upon by the Commissioner and 
the applicant. 

(b) Date of maturity. A loan may be 
made for any period of time except that 
the date of maturity shall be not more 
than ten years after the date on which 
the loan is made. 

(c) Prepayment. Loans may be pre¬ 
paid in full or in part at any time, with 
accrued interest to the date of payment, 
without penalty for prepayment. 

§ 142.9 Reports and records. 

(a) Reports. Each applicant receiv¬ 
ing a loan shall furnish a completion 
report upon completing the approved 
project, and shall furnish such progress 
or other reports as the Commissioner 
may from time to time require regard¬ 
ing the use of loan funds. 

(b) Records. Each applicant receiv¬ 
ing a loan shall keep the loan in a sep¬ 
arate bank account or maintain a separ¬ 
ate accounting of such funds sufficient 
to readily identify all transactions with 
the loan funds. Each such applicant 
shall also maintain intact all records 
supporting the use of loan funds for 
three years after receipt of such funds, 
or until the loan has been repaid in full, 
whichever is later. Such records shall 
be made available to fiscal representa¬ 
tives of the Government for audit 
purposes. 

r seal] Francis Keppel. 

U.S. Commissioner of Education . 

Approved: June 8, 1964. 

Anthony J. Celebrezze, 

Secretary of Health, 

Education , and Welfare. 

(F.R. Doc. 64-5846; Filed; June 12. 19fi4: 

8:45 a.m.] 


PART 160—TRAINING PROGRAM 
UNDER THE MANPOWER DEVEL¬ 
OPMENT AND TRAINING ACT OF 
1962 


’art 160 of Title 45 of the Code of 
leral Regulations, dealing with ine 
es and regulations for the admmisu *- 
i of Part B of Title n of the Man¬ 
ner Development and Training Ac 
2, 76 Stat. 30, as amended, 42 u.o.u. 
ap. 30, is revised to reflect the^amend- 
nts made to the Act by Public 
.9.14 77 Stat. 422. As so revised Fan 


Sec. 

160.1 

160.2 

160.3 


ary of program. r o- 

__^ for tlit. j 
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160 4 Approval of projects. 

160 5 Payment to State Agency. 

160 0 Allowable costs. 

160.7 Payment procedures. 

ICO 8 Effect of payments. 

ICO 9 Fiscal procedures. 

160.10 Title to equipment and teaching 
aids. 

160.21 Separate records. 

160 12 Evaluation. 

160.13 Records retention. 

160 14 Fees and charges. 

Authority: The provisions of this Part ICO 
Issued under § 232, 76 Stat. 30. 


§ 160.1 Definitions. 

(a) “Act” means the Manpower De¬ 
velopment and Training Act of 1962, 76 
Stat. 23. as amended; 42 U.S.C. Chap. 

30. 

(b> Agreement” means the written 
agreement for training, other than on- 
the-job training, entered into pursuant 
to section 231 of the Act between a State 
and the Commissioner acting for the 
Secretary. 

(c) Commissioner” means the U.S. 
Commissioner of Education or his duly 
authorized representative. 

(d > ‘Public”, as applied to any train¬ 
ing agency or institution, means an 
agency or institution under public super¬ 
vision and control. 

(e) Referred person” means an un¬ 
employed or other person referred to a 
State Agency for training under the Act 

and the Agreement. 

( f) Secretary” means the Secretary 
of the U.S. Department of Health, Edu¬ 
cation, and Welfare. 

(g) “State” means any one of the fifty 
States, the District of Columbia, Puerto 
Hico, the Virgin Islands, or Guam. 

(h) State advisory committee” means 
the State-level committee provided for 
under and authorized by the State 
Agency in connection with its functions 
under the Agreement. 

d) ‘ State Agency” means the author¬ 
ized State vocational education agency 
designated in the Agreement. 

Training” means a planned and 
systematic sequence of instruction under 
competent supervision designed to im- 
^,,P r ^ eter niined skill, knowledge, or 
abilities with respect to designated oc¬ 
cupational objectives and may include, 
extent necessary, instruction In 
oasic education which is given in relation 

the occupational objectives sought. 
Training project” means a pro- 
n-T 01 °, v course, including a special youth 
P oject, for the training of a given num- 

,. of . referre d individuals, 
tinn .R* lemplo yed” as used in connec- 
inriiJ? , a re * e rred person, means an 
anri * u iL who “ status is so determined 
certified by the Secretary of the 
ratPri e * )ar hnent of Labor or his desig¬ 
ned representative. 

tarv V ri . education” means elemen¬ 
tal ed r ucation - usually in the gen- 

sir swans 

* pro8r * m 

project S a i y°uth project” means a 
testing bIci Vid i ng guidance . counseling, 
social education, basic work skills, 

Ial ad ^tment, occupational training! 


or other instruction or special services 
to meet the needs of youths sixteen years 
of age or older who because of inade¬ 
quate educational background and work 
preparation are unable to qualify for and 
obtain employment without such train¬ 
ing or schooling. 

§ 160.2 Summary of program. 

(a) State participation in the Man - 
power Development and Training Pro¬ 
gram. Each State which has entered 
into an Agreement has agreed to provide 
the training needed to equip both unem¬ 
ployed and other persons referred for 
training under the Act for the purposes 
that are specified in the referrals. 

(b) Conduct of training projects. 
Under the Agreement the State Agency 
shall provide the necessary training 
through public educational agencies or 
institutions or through arrangements 
with private educational or training in¬ 
stitutions; provided, however, it is de¬ 
termined that such private educational 
or training institutions can provide sub¬ 
stantially equivalent training with re¬ 
duced Federal expenditures. Federal 
expenditures for training projects will 
be estimated on the basis of cost per 
referred trainee. 

(c) State Agency's responsibility for 
training. Notwithstanding any ar¬ 
rangements it may make for the conduct 
of training projects, the State Agency 
is responsible for taking such steps as 
are necessary to assure that training 
projects are expeditiously formulated for. 
the training of referred persons and that 
the quality and adequacy of the training 
provided under such projects are con¬ 
sistently maintained. In any case in 
which it appears that the State Agency 
will be unable to arrange for the train¬ 
ing of referred persons within the State, 
the Agency shall promptly notify the 
Commissioner to that effect. In that 
event, or In the case of training under 
subsection (b) or (i) of section 202 of 
the Act, the Commissioner, acting for 
the Secretary, may make arrangements 
for the training through other appro¬ 
priate educational agencies. 

§ 160.3 Service* and facilities for the 
provision of training. 

(a) Adequacy. The services and fa¬ 
cilities of any public or private educa¬ 
tional agency or Institution shall be 
deemed adequate for the purpose of pro¬ 
viding training under the Agreement only 
upon a finding by the State Agency that 
such agency or institution: 

(1) Is generally regarded as offering 
quality training as reflected by such fac¬ 
tors as its placement record and ac¬ 
creditation status; 

(2) Will provide instructional staff 
for such training that meets or exceeds 
the State’s standards of training, ed¬ 
ucation, and experience for teaching 
similar courses in such occupations and 
related information; 

(3) Will provide a course of instruc¬ 
tion based on the recognized needs of the 
individuals who are to receive training 
and which, except for the basic educa¬ 
tion aspects, will provide the skills and 
related information (including appro¬ 
priate instruction in health and safety 


practices) requisite for employment in 
the occupation or occupations for which 
training is to be provided; 

(4) Has developed suitable standards 
which set forth the level of competency 
that will be required for the successful 
completion of the training project; 

(5) Will have the facilities necessary 
for the training which is to be provided, 
including, but not limited to, space, tools, 
machines, supplies, and teaching aids; 

(6) Will establish and maintain ap¬ 
propriate standards relating to health 
and safety in the conduct of the train¬ 
ing; and ^ 

(7) Is financially sound and capable 
of fulfilling its commitments for train¬ 
ing. 

(b) Nondiscrimination. Training un¬ 
der the Act shall be given without dis¬ 
tinction because of race, creed, color, or 
national origin. 

§160.4 Approval of project*. 

(a) In general. (1) Prior to the com¬ 
mitment of any funds for any training 
project, a proposal for the conduct of 
such project and a project budget pre¬ 
pared on the basis of the estimated costs 
of the training involved must be approved 
by the State Agency and the Commis¬ 
sioner. 

(2) Project proposals and budgets will 
be approved by the Commissioner only if 
he is satisfied that the State Agency has 
taken all the steps necessary pursuant 
to the Agreement to assure high quality 
training and efficient utilization of re¬ 
sources. 

<b) Budgeting for training projects . 
A budget (including directly attributable 
local supervisory costs as a separate 
item) shall be prepared for each pro¬ 
posed project for training and shall be 
reviewed by the State Agency in conjunc¬ 
tion with its review of each proposed 
project. 

(c) Budgets for State administrative 
and supervisory costs. An over-all budget 
estimate covering the cost of State ad¬ 
ministration and of supervision of the 
training program within the State under 
the Agreement shall be separately pre¬ 
pared and submitted to the Commis¬ 
sioner for approval. If the State Agency 
intends to expend any funds in connec¬ 
tion with its utilization of the State ad¬ 
visory committee, such expenditure shall 
be separately identified and, to the ex¬ 
tent permitted under the Agreement, in¬ 
cluded in the budget provided for under 
this subparagraph. 

(b) Maximum Federal commitment. 
In order to assure that the Federal funds 
committed with respect to all approved 
training projects within any State and 
the State Agency’s administration and 
supervision of the program do not ex¬ 
ceed the total funds available for those 
purposes, each budget shall represent the 
maximum amount the Commissioner 
shall be obligated to pay the State 
Agency for such administration, super¬ 
vision, or training. The maximum Fed¬ 
eral financial commitment with respect 
to each budget may, with the approval 
of the State Agency and the Commis¬ 
sioner, be revised from time to time as 
reductions or increases in anticipated 
expenditures may warrant. 
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§ 160.5 Payment to State Agency. 

(a) In general . Within budget esti¬ 
mates therefor which have been ap¬ 
proved by the State Agency and the 
Commissioner, the State Agency will be 
paid the applicable percentage of the 
allowable costs incurred in connection 
with training projects. 

(b) Determination of Federal share of 
allowable costs—training projects . Sub¬ 
ject to the maximum Federal commit¬ 
ment under § 160.4(d), the Federal share 
of all allowable costs incurred in con¬ 
nection with training provided under 
each project shall be (1) prior to July 1, 
1965, 100 percent of the allowable costs 
which are attributable to the training of 
unemployed referred persons, (2) there¬ 
after. 66% percent of the allowable costs 
which are so attributable, and (3) during 
any fiscal year. 50 percent of the allow¬ 
able costs which are attributable to the 
training of other referred persons. The 
approval of any project shall be subject 
to the availability of such State and/or 
local matching funds as may be required. 

(c) Determination of Federal share of 
allowable costs—State administration 
and supervision. Subject to the maxi¬ 
mum Federal commitment under § 160.4 

(d), the Federal share of allowable costs 
incurred in connection with the State 
Agency’s administration and supervision 
of the program (including expenses of 
the State advisory committee) shall be 

(I) prior to July 1, 1965, 100 percent of 
the total allowable costs of such admin¬ 
istration and supervision, and (2) 
thereafter 66% percent of such allowable 
costs. 

§ 160.6 Allowable costs. 

(a) State administration of program. 
To the extent that the items of cost are 
attributable to the carrying out of the 
responsibilities of the State Agency 
under the Agreement, the allowable costs 
of the State Agency in its administration 
and supervision of the program of train¬ 
ing may include such categories of ex¬ 
penses as the following: (1) Salaries 
(including employer’s contributions to 
retirement, workmen’s compensation, 
and other welfare funds maintained for 
one or more general classes of employees 
of the State Agency) of the staff, both 
clerical and professional: (2) equipment 
necessary for continuous supervision of 
the training projects conducted under 
the Agreement to insure the quality and 
adequacy of the training provided: (3) 
communications: (4) supplies, printing, 
and printed material: (5) office space as 
provided for in paragraph (c) of this 
section: (6) necessary transportation 
and per diem for the State advisory com¬ 
mittee to the extent permitted under the 
Agreement; (7) travel of staff; (8) out- 
of-area travel of local supervisors when 
undertaken at the request of the State 
Agency: (9) short intensive programs 
for orientation and development of in¬ 
structional staff; (10) the necessary de¬ 
velopment of instructional materials; 

(II) special assistance to large cities, 
metropolitan areas, and large intermedi¬ 
ate areas of sparse population for the 
purpose of developing and extending 
training projects where approved by the 
Commissioner, such assistance to in¬ 


clude but not be limited to the subpara¬ 
graphs (1) through (7) of this 
paragraph; and (12) transportation and 
storage of supplies and equipment ob¬ 
tained from Federal excess or surplus 
property, the National Industrial Re¬ 
serve, or completed manpower projects 
within the State or from other jurisdic¬ 
tions. 

(b) Costs of training projects. The 
allowable costs of the State Agency in 
the conduct of each training project 
either directly or by arrangement with 
public or private educational agencies or 
institutions may include, to the extent 
related to the conduct of an approved 
project and included in an approved 
project budget: (1) Salaries (including 
employer’s contributions to retirement, 
workmen’s compensation, and other 
welfare funds maintained for one or 
more general classes of employees): (i) 
Of local vocational educational super¬ 
visory and supporting clerical staff and 
(ii) of instructional staff; (2) teaching 
aids, training manuals and materials, 
supplies, and equipment including the 
purchase, transportation, rental, and/or 
maintenance of equipment; (3) rental, 
when publicly owned space is not avail¬ 
able, utilities and custodial services for 
shop, classroom, and laboratory space; 
(4) in the case of arrangements for the 
conduct of training projects with private 
educational agencies or institution, in 
lieu of subparagraphs (1) (ii) through 
(3) of this paragraph, reasonable tuition 
and other charges, normally made by the 
facility for similar training; (5) trans¬ 
portation within the geographic area of 
local supervisors in carrying out super¬ 
visory responsibilities in connection with 
approved training projects; (6) minor 
remodeling of public buildings, if neces¬ 
sary, to make existing space suitable for 
classroom, shop, or laboratory purposes 
for a training project or projects; (7) 
accident or liability insurance to the ex¬ 
tent it is the policy of the school district 
to provide such insurance in similar pro¬ 
grams; (8) transportation of trainees 
within the attendance area of the train¬ 
ing project where such transportation 
is necessary under the circumstances to 
the attendance of the trainees; and (9) 
audits of projects performed under 
§ 160.9(c). 

(c) Office space. Allowable costs may 
include expenditures for office space (in¬ 
cluding the cost of utilities and janitorial 
services) in privately or publicly owned 
buildings if: (1) The expenditures for the 
space are necessary, reasonable, and 
properly related to the efficient adminis¬ 
tration of the program; (2) the State 
Agency will receive the benefits of the 
expenditures during the period of occu¬ 
pancy; (3) the amounts paid by the State 
Agency are not in excess of comparable 
rental in a particular locality; and (4) 
the expenditures represent an actual cost 
to the State Agency. 

(d) Proration of costs. Only costs 
which are solely attributable to the 
carrying out of the provisions of the 
Agreement may be considered to be al¬ 
lowable costs. Budgets which include 
items of expenditure only part of which 
are attributable to carrying out the pro¬ 
visions of the Agreement must indicate 


the basis on which the portion of the 
total program costs is determined. 

§160.7 Paymenl procedures. 

(a) States which have entered into the 
Agreement shall be advanced from time 
to time such amounts (within the limits 
of available funds) as determined by the 
Commissioner on the basis of estimates 
of funds needed in carrying out the 
Agreement and such other information 
as he may have requested or have 
available. 

(b) Upon notice to the State Agency 
that the Commissioner has determined 
that unused advances to a State Agency 
are in excess of its needs for carrying out 
the Agreement for a reasonable period 
such excess will be returned to the 
Commissioner. 

§ 160.8 Effect of payment*. 

Neither the approval of any project or 
administrative budget nor any advance 
or other payment made to the State 
Agency pursuant thereto shall be deemed 
to waive the right or duty of the Com¬ 
missioner to withhold funds by reason 
of the failure of the State Agency to 
observe, before or after such admin¬ 
istrative action, any Federal require¬ 
ment. 


§160.9 Fiscal procedures. 


(a) The State Agency may make pay¬ 
ments in advance or by way of reim¬ 
bursement to agencies or institutions 
conducting training under the Agree¬ 
ment. Except for tuition payments to 
private institutions as provided in an 
approved training project such payments 
shall be supported by statements of pro¬ 
posed expenditures or by statements of 
expenditures on forms provided by the 
Commissioner. 

(b) The advance of funds to an in¬ 
stitution or agency will not be deemed 
an expenditure of such funds for pur¬ 
pose of the State’s accountability for the 
expenditure of Federal funds under the 
Agreement. 

(c) The State Agency will require 
each training institution or agency to 
keep adequate records by budget classi¬ 
fication of expenditures made for each 
training project. Where training is 
procured from a public or private agency 
or institution on a reimbursabU basis, 
prior to final settlement for a training 
project, the State Agency will satisfy 
itself through an audit by an appro¬ 
priate State audit agency or staff or in¬ 
dependent certified public accountant, 
of the correctness of amounts claimed 
by the training agency or institution. 
Such audits shall be conducted in ac¬ 
cordance with standards approved oy 


;he Commissioner. . nn 

(d)(1) When the unit cost is $ 50 .uu 
>r more, the State Agency shall ma • 
;ain an up-to-date inventory of n 1 
equipment and teaching aids P urcha ^ 
is a part of a training project 
inder the Act and (ii> all equn^ 
purchased for use in State adminr. 

Jon and supervision of training, a - v 
irate inventory must be maintaine 
subdivisions (i) and (ii) of this 
paragraph. . , t , nr ipr 

(2) All equipment inventoried un«* 
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must be clearly marked to enable its 
easy identification as having been pur¬ 
chased with funds provided under the 

Act. 

§ 160.10 Title to equipment and teach¬ 
ing aids. 

i a) Upon the termination of the Fed¬ 
eral statutory authorization for Federal 
financial participation for the purposes 
of Part B of the Act. any equipment and 
teaching aids purchased by a State or 
local education agency with funds to 
carry out the provisions of the Agree¬ 
ment shall become the property of the 
State. 

(b) Excess Federal personal property 
is available, on a loan basis, through the 
State Agency for purposes of training 
projects. The right of possession only 
is granted to the State Agency; the title 
to such property remains in the United 
States. The use of such property by a 
State Agency is subject to the following 
conditions: (1) The State Agency shall 
maintain separate records of all excess 
Federal personal property received in 
such form and detail as will permit the 
location and identification of such prop¬ 
erty at any time; (2) the State Agency 
shall be responsible, as a bailee for 
mutual benefit, for such property from 
the time it is released to the State 
Agency or to the transportation agent; 
and (3) in the event of any loss or dam¬ 
age to any of such property, the State 
Agency shall file such claim and/or in¬ 
stitute and prosecute to conclusion such 
proceedings as may be necessary to re¬ 
cover. for the account of the United 


States, the fair value of any such prop¬ 
erty lost or damaged. 

§160.11 Separate records. 

The State Agency shall maintain ade¬ 
quate records showing separately its 
activities under the Agreement for (a) 
State administration and supervision, 
and (b) training. Such records will in¬ 
dicate these activities as separate and 
distinct from other activities of the State 
Agency. The State Agency also will in¬ 
clude a provision in its arrangements for 
training with each public and private 
educational agency or institution for the 
maintenance of records showing its 
training activities under the Act as sep¬ 
arate and distinct from other activities. 

§ 160.12 Evaluation. 

The State Agency shall make provision 
for periodic reviews and evaluations of 
the training provided under the Agree¬ 
ment. Such evaluations shall include 
State Agency’s recommendations for im¬ 
provement and the need for continuing 
such training. Reports containing such 
reviews and evaluations shall be submit¬ 
ted by the State Agency to the Commis¬ 
sioner at such times as he may request. 

§160.13 Records retention. 

(a) The State Agency shall provide for 
keeping accessible and intact all records 
supporting claims for Federal funds or 
related to the accountability of a State 
Agency for expenditure of such funds and 
relating to the expenditure of its share 
of the costs of providing training under 
this Act. 


(1) For three years after the close of 
the fiscal year in which the expenditure 
was made by the State Agency or any 
public or private educational agency or 
institution; or 

(2) Until the State Agency is notified 
that such records are not needed for pro¬ 
gram administration review; or 

(3) Until the State Agency is notified 
of the completion of the Federal fiscal 
audit, whichever is later. 

(b) The records involved in any claim 
or expenditure which has been questioned 
shall be further maintained until neces¬ 
sary adjustments have been made and 
the adjustments have been reviewed and 
cleared by the Commissioner. 

§160.14 Fees and charges. 

No fees or charges are to be collected 
from trainees as a condition of enroll¬ 
ment, participation, or completion of any 
approved training course of instruction. 
However, the cost applicable to services 
or materials for which such fees or 
charges are normally made by the train¬ 
ing agency to enrollees for similar train¬ 
ing may be included as a separate item 
in the budget for each training project, 
to the extent found to be necessary 
thereto. 

Dated: May 13,1964. 

[seal] Francis Keppel, 

U.S. Commissioner of Education . 

Approved: June8,1964. 

Anthony J. Celebrezze, 

Secretary of Health , 

Education, and Welfare . 

[FJR. Doc. 64-5847; FUed. June 12, 1964; 

8:45 ajn.] 
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FEDERAL AVIATION AGENCY 

[ 14 CFR Part 71 [New] ] 

| Airspace Docket No. 64-PC-31 

FEDERAL AIRWAY SEGMENT 
Proposed Revocation 

In consonance with ICAO Interna¬ 
tional Standards and Recommended 
Practices, notice is hereby given that the 
Federal Aviation Agency (FAA) is con¬ 
sidering an amendment to Part 71 [New] 
of the Federal Aviation Regulations. 
This proposal relates to navigable air¬ 
space outside the United States. 

Applicability of International Stand¬ 
ards and Recommended Practices by the 
Air Traffic Service, FAA, in areas outside 
domestic airspace of the U.S. is governed 
by Article 12 and Annex 11 to the Con¬ 
vention on International Civil Aviation 
(ICAO), which pertains to the estab¬ 
lishment of air navigation facilities and 
services necessary to promoting safe, or¬ 
derly and expeditious flow of civil air 
traffic. Its purpose is to insure that civil 
flying on international air routes is car¬ 
ried out under uniform conditions de¬ 
signed to improve the safety and effi¬ 
ciency of air operations. 

The International Standards and Rec¬ 
ommended Practices in Annex 11 apply 
to those parts of the airspace under the 
jurisdiction of a contracting state, de¬ 
rived from ICAO, wherein air traffic serv¬ 
ices are provided and also whenever a 
contracting state accepts the responsi¬ 
bility of providing air traffic services over 
high seas or in airspace of undetermined 
sovereignty. A contracting state accept¬ 
ing such responsibility may apply the 
International Standards and Recom¬ 
mended Practices to civil aircraft in a 
manner consistent with that adopted for 
airspace under its domestic jurisdiction. 

In accordance with Article 3 of the 
Convention on International Civil Avia¬ 
tion, Chicago. 1944, state aircraft are 
exempt from the provisions of Annex 11 
and its Standards and Recommended 
Practices. As a contracting state, the 
U.S. agreed by Article 3(d) that its state 
aircraft will be operating in international 
airspace with due regard for the safety 
of civil aircraft. 

Since this action involves in part the 
designation of navigable airspace outside 
the United States, the Administrator has 
consulted with the Secretary of State 
and the Secretary of Defense in accord¬ 
ance with the provisions of Executive 
Order 10854. 

Amber Federal airway No. 11 is desig¬ 
nated from the intersection of the south 
course of the Maui, Hawaii, radio range 
and west course of the Hilo, Hawaii, radio 
range to the intersection of the north 
course of the Maui radio range and a 
point 38 miles north of the Maui radio 
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range. The Federal Aviation Agency 
proposes to revoke Amber 11. It is the 
Agency policy to replace low frequency 
Federal airways, wherever possible, with 
airways based on more modem VOR 
navigational facilities. The Agency, in 
Airspace Docket No. 64-PC-l, is propos¬ 
ing to designate VOR Federal airway No. 
5, Hawaii, from the intersection of the 
Lanai, Hawaii. 118° and the Maui. Ha¬ 
waii, 179° True radials; via the intersec¬ 
tion of the Lanai 140° and the Maui 179° 
True radials; to the intersection of the 
Lanai 140° and the Upolu Point 211° True 
radials. Victor 5 as proposed therein 
would replace the segment of Amber 11 
south of Maui and provide a shorter 
route for VOR-equipped aircraft operat¬ 
ing between Honolulu, Hawaii, and Kona 
Airport on the west coast of the island 
of Hawaii. The latest Federal Aviation 
Agency peak day airway traffic survey 
for the segment of Amber 11, north of 
Maui shows no aircraft movements. 
Therefore, it would appear that this seg¬ 
ment of Amber 11 is unjustified as an 
assignment of airspace. Adoption of this 
proposal w T ould not result in the decom¬ 
missioning of the low frequency naviga¬ 
tional aids associated with this airway. 
Any proposals to discontinue one or more 
of these aids would be circularized sepa¬ 
rately and interested persons w T ould be 
afforded an opportunity to comment. 

Interested persons may submit such 
written data, views or arguments as they 
may desire. Communications should be 
submitted in triplicate to the Director, 
Pacific Region, Attn: Chief, Air Traffic 
Division, Federal Aviation Agency. P.O. 
Box 4009, Honolulu, Hawaii, 96812. All 
communications received within forty- 
five days after publication of this notice 
in the Federal Register will be consid¬ 
ered before action is taken on the pro¬ 
posed amendment. No public hearing is 
contemplated at this time, but arrange¬ 
ments for informal conferences with 
Federal Aviation Agency officials may be 
made by contacting the Regional Air 
Traffic Division Chief, or the Chief. Air¬ 
space Regulations and procedures Divi¬ 
sion, Federal Aviation Agency, Washing¬ 
ton, D.C., 20553. Any data, views or 
arguments presented during such confer¬ 
ences must also be submitted in writing 
in accordance with this notice in order to 
become part of the record for considera¬ 
tion. The proposal contained in this 
notice may be changed in the light of 
comments received. 

The official docket will be available for 
examination by interested persons at the 
Federal Aviation Agency, Office of the 
General Counsel: Attention Rules Dock¬ 
et, 800 Independence Avenue SW., Wash¬ 
ington, D.C. An informal docket will 
also be available for examination at the 
office of the Regional Air Traffic Division 
Chief. 


(Sec. 307(a). 1110, 72 Stat. 749, 800; 49 U.S.C. 
1348, 1510, E O. 10854, 24 F.R. 9565) 

Issued in Washington, D.C., on June 5, 
1964. 

H. B. Helstrom, 

Acting Chief, Airspace Regulations 
and Procedures Division. 

| F.R. Doc. 64-5856; Filed, June 12. 1964 : 
8:46 ajn.j 


[14 CFR Part 75 [New] 1 

| Airspace Docket No. 64-WA-33) 

JET ROUTES 


Proposed Alteration 


Notice is hereby given that the Fed¬ 
eral Aviation Agency (FAA) is consider¬ 
ing an amendment to Part 75 [Newl of 
the Federal Aviation Regulations, the 
substance of which is stated below. 

Jet Route No. 78 is presently desig¬ 
nated in part from the Tulsa, Okla., 
VORTAC to the Farmington. Mo., 
VORTAC. The FAA proposes to realign 
this segment via the Springfield. Mo., 
VORTAC. Airspace Docket No. 63-WA- 
74 was published in the Federal Register 
on March 28, 1964 (29 F.R. 4101). and 
proposes to lower the floor of all jet 
routes to 18,000 feet MSL. Realignment 
of J-78 via Springfield would situate the 
route in an area having better radar 
coverage at all altitudes, and, conse¬ 
quently, would improve air traffic service 


in this area. 

Interested persons may submit such 
written data, views, or arguments as 
they may desire. Communications 
should be submitted in triplicate to the 
Chief, Airspace Regulations and Pro¬ 
cedures Division, Federal Aviation 
Agency, Washington, D.C., 20553. All 
communications received within 30 days 
after publication of this notice in the 
Federal Register will be considered be¬ 
fore action is taken on the proposed 
amendment. No public hearing is con¬ 
templated at this time, but arrangements 
for informal conferences with Federal 
Aviation Agency officials may be made 
by contacting the Chief, Airspace Reg¬ 
ulations and Procedures Division. An. 
data, views, or arguments presented dur¬ 
ing such conferences must also be! suo- 
mitted in writing in accordance with tins 
notice in order to become part of _ 
record for consideration. The Pf 0 ^, 
contained in this notice may be changea 
in the fight of comments received. 

The official docket will be available for 
examination by interested persons at J 
Federal Aviation Agency. Office of 
General Counsel: Attention t Rules 




nnn A VenUO 


Washington. D.C., 20553. 

(Sec. 307(a). Federal Aviation Act oi 
72 Stat. 749; 49 U.S.C. 1348) 






Saturday, June 13, 1964 
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Issued in Washington, D.C.. on June 5. 

1964. 

H. B. Helstrom. 

Acting Chief, Airspace Regulations 

and Procedures Division. 

[PR. Doc. 64-5857; Filed, June 12, 1964; 
8:46 a.m.J 


[ 14 CFR Part 91 [New] ] 

[Notice No. 6018; Docket No. 64-34J 

RADIO FAILURE PROCEDURES IN 
IFR OPERATIONS 


Proposed Revision 


The Federal Aviation Agency is con¬ 
sidering amending § 91.127 of the Federal 
Aviation Regulations to revise the estab¬ 
lished radio failure procedures in Instru¬ 
ment Flight Rules operations. 

Interested persons may participate in 
the making of the proposed rule by sub¬ 
mitting such written data, views, or ar¬ 
guments as they may desire. Communi¬ 
cations should identify the regulatory 
docket or notice number and be sub¬ 
mitted in duplicate to the Federal Avia¬ 
tion Agency, Office of the General 
Counsel: Attention Rules Docket, 800 
Independence Avenue SW., Washington, 
D.C., 20553. All communications re¬ 
ceived on or before August 12, 1964, will 
be considered by the Administrator be¬ 
fore taking action on the proposed rule. 
The proposal contained in this notice 
may be changed in the light of comments 
received. All comments submitted will 
be available, both before and after the 
closing date for comments, in the Rules 
Docket for examination by interested 
persons. 


far § 91.127 prescribes the flight pro¬ 
cedures to be followed by a pilot flying 
according to Instrument Flight Rules 
after a two-way radio communications 
failure has occurred. Paragraph (c) of 
the section specifies the method of de¬ 
termining the route and altitude to be 
a * ter tbe communications failure. 
There are four changes to FAR § 91.127 
(c) under consideration. The first 
would establish the route and altitude 
Sjven as part of an ATC “expect further 
clearance” message as the actual ATC 
Clearance to be used by a pilot flying 
under Instrument Flight Rules for sub¬ 
sequent route and altitude after a com- 
umcations failure has occurred. This 
ould eliminate the necessity for para¬ 
graph (c) (2) (iii) of the section which 
w specifies the “lowest cardinal alti- 
tude °r flight level at or above the MEA 
• • klshest planned route structure 
hiria* *i a \ one °* the alternative alti- 
tflinfi i C Ilighest of which is to be main- 
Zr* by a pilot flying IFR after a 

communications failure. 

th P e sec ° n d change would substitute 
ODProf rm " mln imum altitude for IFR 
4fe J or the P resen t “minimum 
Prior . al ^ude” hi § 91.127(c) (2) <ii>. 
dvii ^ re , Codifl cation, § 60.17 of the 
Safp Au? e ? ldatlons entitled “Minimum 
<d> • tfp tudes ” included a paragraph 
mum^n° P t r 5 lons ” The term “mini- 
Of is USed in the title 

Rules’* *v § * 9179 under the “General 
section h^ 011 of hight rules. That 
does not expressly refer to IFR 


operations and may, in fact, not provide 
the terrain clearance required for IFR 
operation. FAR § 9 1.119 , entitled “mini¬ 
mum-altitudes for IFR operations,” is 
the proper section governing minimum 
IFR altitudes. While “minimum safe 
altitude” as used in FAR § 91.127(c) (2) 
(iii) is construed to mean the minimum 
safe altitud e for the operation being con¬ 
ducted, i.e. IFR* it is more appropriate 
to use the term “minimum altitude for 
IFR operation” to clearly apply the 
proper rule. 

The third change would delete from 
§ 91.127(c) (2) and (3) the provision for 
climb to the lowest cardinal altitude or 
flight level at or above the MEA of the 
highest planned route structure when a 
clearance has not been received and 
delete the provision for the climb to be¬ 
gin ten minutes after passing the first 
compulsory reporting point over which 
the failure prevented communications 
with ATC. Current ATC procedures re¬ 
quire controllers to issue a clearance for 
an altitude/flight level within the highest 
route structure filed or the specific time 
or fix at which a clearance to such alti¬ 
tude/flight level may be expected, i.e. 
“expect further clearance • • •” and 
the proposed new wording of § 91.127(c) 

(2) and (3), by indicating the methods 
of determining the time and place to 
climb, render paragraphs (c) (2) (iii) 
and (c)(3), as presently written, un¬ 
necessary and inapplicable. Instead 
of requiring that the climb begin within 
ten minutes after passing the first com¬ 
pulsory reporting point, the proposed 
§ 91.127(c) (3) would require that the 
climb be initiated whenever necessary to 
comply with IFR minimum altitude re¬ 
quirements, and that any subsequent 
climb be initiated at the time or place 
given in the last obtained ATC “expect 
further clearance • • message. 

The fourth change would substitute 
the term “obtained” for “received” 
wherever “received” presently appears in 
the section in referring to a clearance or 
expected further clearance given by ATC 
to the pilot. This would reflect present 
ATC practice of considering a clearance 
or expected further clearance to have 
been actually accepted by the pilot only 
if he has affirmatively acknowledged its 
acceptance in a communication back to 
ATC. The word “obtained” is therefore 
used to more adequately indicate the 
necessity for the pilot’s acknowledg¬ 
ment and acceptance of the clearance or 
expected further clearance than the 
term “received” which might be inter¬ 
preted to include the mere transmission 
by ATC without any response from the 
pilot. 

Accordingly, it is proposed to amend 
Subpart B of Part 91 of the Federal Avia¬ 
tion Regulations as hereinafter set forth. 

1. Section 91.127(c) is amended to 
read as follows: 

(c) IFR conditions. If the failure oc¬ 
curs in IFR conditions, or if paragraph 
(b) of this section cannot be complied 
with, each pilot shall continue the flight 
to the original destination according to 
the following: 

(1) Route . (i) By the route assigned 
in the last air traffic control clearance 
obtained. 


(ii) In the absence of an assigned 
route, by the route that air traffic con¬ 
trol has advised may be expected in a 
further clearance. 

(iii) In the absence of an assigned 
route or a route that air traffic control 
has advised may be expected in a further 
clearance, by the route filed In the flight 
plan. 

(2) Altitude . At whichever of the fol¬ 
lowing altitudes or flight level Is the 
highest: 

(i) At the altitude or flight level as¬ 
signed in the last air traffic control clear¬ 
ance obtained. 

(ii) At the minimum altitude for IFR 
operations; 

(iii) At the altitude or flight level to 
which air traffic control has advised may 
be expected in a further clearance. 

(3) Climb. When climb to comply 
with subparagraph (2) of this paragraph 
is necessary, the following applies: 

(i) Climb to the assigned altitude or 
flight level in accordance with the last 
air traffic control clearance obtained; 

(ii) Climb to the minimum altitude for 
IFR operations at the time or place nec¬ 
essary to comply with that minimum; 

(iii) When later climb to a higher alti¬ 
tude or flight level is required, initiate 
climb at the time or place where air 
traffic control has specified that a clear¬ 
ance to a higher altitude or flight level 
may be expected. 

(4) If holding instructions have been 
obtained, leave the holding fix at the ex¬ 
pected further clearance time obtained, 
or. if an expected approach clearance 
time has been obtained, leave the holding 
fix so as to arrive over the radio facility 
to be used for the approach at the des¬ 
tination as close as possible to the ex¬ 
pected approach clearance time. 

(5) Begin descent from the en route 
altitude or flight level at the radio fa¬ 
cility to be used for the approach at the 
destination at the latest of the following 
times: 

(i) The expected approach clearance 
time (if obtained). 

(ii) The estimated time of arrival 
shown on the flight plan, as amended 
with ATC. 

(iii) The actual time of arrival over 
the facility. 

(Sec. 307, Federal Aviation Act of 1958; 
72 Stat. 749; 49 US.C. 1348) 

Issued in Washington, D.C., on June 5, 
1964. 

Clifford P. Burton, 

Acting Director , 

Air Traffic Service. 

[F.R. Doc. 64-5858; Filed. June 12, 1964; 

8:46 a.m.j 


114 CFR Part 507 1 

[Reg. Docket No. 60151 

AIRWORTHINESS DIRECTIVES 

de Havilland Model 114 Heron 
Aircraft 

The Federal Aviation Agency has 
under consideration a proposal to amend 
Part 507 of the Regulations of the Ad¬ 
ministrator to include an airworthiness 
directive for de Havilland Model 114 
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Heron aircraft. There has been an in¬ 
stance of cracking of an eye end in the 
elevator trim tab control system. To 
correct this condition, this AD requires 
inspection of the elevator trim tab con¬ 
necting rod assemblies and replacement 
of any parts found cracked. 

Interested persons are invited to par¬ 
ticipate in the making of the proposed 
rule by submitting such written data, 
views, or arguments as they may desire. 
Communications should identify the 
regulatory docket number and be sub¬ 
mitted in duplicate to the Federal Avia¬ 
tion Agency. Office of the General 
Counsel, Attention: Rules Docket, 800 
Independence Avenue SW., Washington, 
D.C., 20553. All communications re¬ 
ceived on or before July 13, 1964. will be 
considered by the Administrator before 
taking action upon the proposed rule. 
The proposals contained in this notice 
may be changed in the light of comments 
received. All comments will be avail¬ 
able, both before and after the closing 
date for comments, in the Rules Docket 
for examination by interested persons. 

This amendment is proposed under the 
authority of sections 313(a), 601 and 
603 of the Federal Aviation Act of 1958 
(72 Stat. 752, 775, 776; 49 U.S.C. 1354(a), 
1421,1423). 

In consideration of the foregoing, it is 
proposed to amend § 507.10(a) of Part 
507 (14 CFR Part 507), by adding the 
following airworthiness directive: 

de Haviixand. Applies to aU Model 114 
Heron aircraft.' 

Compliance required within 150 hours’ 
time in service after the effective date of 
this AD. 

As a result of cracking of eye ends used 
in the rudder and elevator trim tab connect¬ 
ing rod assemblies, accomplish the following 
unless already accomplished: 

(a) Remove eye end, P/N’s CM2A and 
CM2B, and make the crack test specified in 
T.NS. Heron (114) No. CF10 issued February 
24.1964. 

(b) Replace cracked parts before further 
flight. 

(Hawker Siddeley Aviation, de Havilland 
Division T.N.S. Heron (114) No. CF10 covers 
this same subject.) 


PROPOSED RULE MAKING 

Issued in Washington, D.C., on June 8, 
1964. 

W. Lloyd Lane, 

Acting Director, 
Flight Standards Service. 

[F.R. Doc. 64-5859; Filed, June 12, 1964; 
8:46 a.m.| 


[14 CFR Part 507 1 
[Reg. Docket No. 6016) 

AIRWORTHINESS DIRECTIVES 

Boeing Models 707 and 720 
Series Aircraft 

The Federal Aviation Agency has 
under consideration a proposal to amend 
Part 507 of the Regulations of the Ad¬ 
ministrator to include an airworthiness 
directive for Boeing Models 707 and 720 
Series aircraft. Several instances of 
fin-body terminal attachment bolt fail¬ 
ures have occurred. To correct this 
condition, this AD requires inspection 
and modification of the fin-body termi¬ 
nal attachment bolts. 

Interested persons are invited to par¬ 
ticipate in the making of the proposed 
rule by submitting such written data, 
views, or arguments as they may desire. 
Communications should identify the 
regulatory docket number and be sub¬ 
mitted in duplicate to the Federal Avia¬ 
tion Agency, Office of the General 
Counsel, Attention: Rules Docket, 800 
Independence Avenue SW., Washington, 
D.C., 20553. All communications re¬ 
ceived on or before July 13, 1964, will be 
considered by the Administrator before 
taking action upon the proposed rule. 
The proposals contained in this notice 
may be changed in the light of comments 
received. All comments will be avail¬ 
able, both before and after the closing 
date for comments in the Rules Docket 
for examination by interested persons. 

This amendment is proposed under the 
authority of sections 313(a), 601 and 603 
of the Federal Aviation Act of 1958 (72 
Stat. 752, 775, 776; 49 U.S.C. 1354(a), 
1421,1423). 

In consideration of the foregoing, it 
is proposed to amend § 507.10(a) of Part 
507 (14 CFR Part 507), by adding the 
following airworthiness directive: 


Boeing. Applies to aU Models 707 and 720 
Series Aircraft. 

Compliance required as indicated. 

During inspections of 720 Series aircraft, 
the four MS type bolts located at the top of 
the fitting and several other fasteners which 
attach the fin-body terminal fitting to the 
body Station 1505 bulkhead were found 
sheared. As a result of these failures, the 
following or an equivalent approved by faa 
Aircraft Engineering Division, Western 
Region, shaU be accomplished: 

(a) Within 550 hours’ time in service aPer 
the effective date of this AD, and thereat er 
at periods not to exceed 550 hours’ time in 
service from the last inspection, visually 
inspect the four Internal wrenching bolts, 
MS20005 or MS20006 located at the top of 
the fitting, which attach each fin -body 
terminal fitting to the 1505 bulkhead and 
check the torque tab within 130-180 inch- 
pounds. If any of the four MS type bolts 
are found torqued improperly, torque the 
bolts to 130-180 inch-pounds. 

(b) If any of the four MS type bolts are 
faded inspect the remaining fasteners secur¬ 
ing the fin-body terminal fitting to the body 
Station 1505 bulkhead for looseness by tap¬ 
ping or torquing. 

(c) If any of the bolts or fasteners are 
found failed or loose, replace in accordance 
with the instructions In the applicable FAA 
approved Boeing Structural Repair Manual, 
or Service Bulletin No. 1975 (R-l) or later 
FAA approved revisions before further flight. 

(d) Within 6,000 hours’ time in service 
after the effective date of this AD, accomplish 
the modification specified in Boeing Service 
Bulletin No. 1975(Rr-l). or later FAA- 
approved revisions. 

(e) When the modification required by 
(d) is accomplished, the repetitive inspec¬ 
tion and torquing of bolts specified in (a) 
and (b) may be discontinued. 

(f) Upon request of the operator, an FAA 
maintenance inspector, subject to prior ap¬ 
proval of the Chief, Aircraft Engineering 
Division, FAA Western Region, may adjust 
the repetitive inspection intervals specified 
in this AD to permit compliance at an estab¬ 
lished Inspection period of the operator li 
the request contains substantiating data to 
justify the increase for such operator. 

(Boeing Service Bulletin No. 1975<R 1) 
covers this same subject.) 

Issued in Washington, D.C., on June 8. 
1964. 

W. Lloyd Lanf. 

Acting Director 
Flight Standards Service. 

[F.R. Doc. 64-5860; Filed, June 12, 1964; 

8:46 am.) 











ATOMIC ENERGY COMMISSION 

STATE OF NORTH CAROLINA 

Proposed Agreement for Assumption 
of Certain AEC Regulatory Author¬ 
ity 

Notice is hereby given that the UJ3. 
Atomic Energy Commission is publishing 
for public comment, prior to action 
thereon, a proposed agreement received 
from the Governor of the State of North 
Carolina for the assumption of certain of 
tlie Commission's regulatory authority 
pursuant to section 274 of the Atomic 
Energy Act of 1954, as amended. 

A resume, prepared by the State of 
North Carolina and summarizing the 
State’s proposed program, was also sub¬ 
mitted to the Commission and is set forth 
below as an appendix to this notice. 
Appendixes referenced in the appendix 
are included in the complete text of the 
program. A copy of the program, includ¬ 
ing proposed North Carolina regulations, 
is available for public inspection in the 
Commission's Public Document Room, 
1717 H Street NW., Washington, D.C., or 
may b- obtained by writing to the Direc¬ 
tor, Division of State & Licensee Rela¬ 
tions, United States Atomic Energy 
Commission, Washington 25, D.C. All 
Interested persons desiring to submit 
comments and suggestions for the con¬ 
sideration of the Commission in connec¬ 
tion with the proposed agreement should 
send them, in triplicate, to the Secretary, 
U S. Atomic Energy Commission, Wash¬ 
ington 25, D.C., within 30 days after 
Initial publication in the Federal Regis¬ 
ter. 

Exemptions from the Commission's 
regulatory authority which would imple¬ 
ment this proposed agreement, as well as 
other agreements which may be entered 
into under section 274 of the Atomic 
Energy Act, as amended, were published 
as Part 150 of the Co mmiss ion’s regula¬ 
tions in Federal Register issuance of 
February 14, 1962; 27 FJt. 1351. In re¬ 
viewing this proposed agreement, inter¬ 
ested persons should also consider the 
afore mentioned exemptions. 

Dated at Washington, D.C., this 20th 

day ol May 1964. 

For the Atomic Energy Commission. 

Woodford B. McCool, 
Secretary to the Commission . 
Propotfid Agreement Between The United 
States Atomic Energy Commission and the 

ate of North Carolina for Discontinuance 
0/ Certain Commission Regulatory Author - 
and Responsibility Witfiin the State 
Pursuant to Section 274 of the Atomic 
Act of 1954 , as Amended 

r Z h ” Q **> United States Atomic Energy 
j hinlsston (hereinafter referred to as the 
of l ° n ^ ls autllorlzec l under section 274 
f Atomlc Energy Act of 1954, as amended 
« r . t: referred to as the Act) to enter 

J agreements with the Governor of any 
No. 1 16 — pt. I ——4 


Notices 


State providing for discontinuance of the 
regulatory authority of the Commission with¬ 
in the State under Chapters 6, 7, and 8 and 
section 161 of the Act with respect to by¬ 
product materials, source materials, and 
special nuclear materials in quantities not 
sufficient to form a critical mass; and 

Whereas. The Governor of the State of 
North Carolina is authorized under North 
Carolina General Statutes (G.S. 104C-5: 1963. 
c. 1211) to enter into this Agreement with 
the Commission; and 

Whereas, The Governor of the State of 

North Carolina certified on-that 

the State of North Carolina (hereinafter re¬ 
ferred to as the State) has a program for the 
control of radiation hazards adequate to 
protect the public health and safety with 
respect to the materials within the State 
covered by this Agreement, and that the 
State desires to assume regulatory respon¬ 
sibility for such materials: and 

Whereas, The Commission found on 

___that the program of the State 

for the regulation of the materials covered 
by this Agreement is compatible with the 
Commission’s program for the regulation of 
such materials and is adequate to protect 
the public health and safety; and 

Whereas, The State recognizes the desira¬ 
bility and importance of maintaining con¬ 
tinuing compatibility between Its program 
and the program of the Commission for the 
control of radiation hazards In the interest 
of public health and safety; and 

Whereas, The Commission and the State 
recognize the desirability of reciprocal recog¬ 
nition of licenses and exemption from 
licensing of those materials subject to this 
Agreement; and 

Whereas. This Agreement is entered into 
pursuant to the provisions of the Atomic 
Energy Act of 1954, as amended; 

Now. Therefore. It Is hereby agreed be¬ 
tween the Commission and the Governor of 
the State, acting In behalf of the State, as 
follows; 

Article I. Subject to the exceptions pro¬ 
vided in Articles n. Ill, and IV. the Com¬ 
mission shall discontinue, as of the effective 
date of this Agreement, the regulatory au¬ 
thority of the Commission in the State under 
Chapters 6, 7, and 8. and section 161 of 
the Act with respect to the following mate¬ 
rials : 

A. Byproduct materials; 

B. Source materials: and 

C. Special nuclear materials In quantities 
not sufficient to form a critical mass. 

Article II. This Agreement does not pro¬ 
vide for discontinuance of any authority and 
the Commission shall retain authority and 
responsibility with respect to regulation of: 

A. The construction and operation of any 
production or utilization facility; 

B. The export from or import Into the 
United States of byproduct, source, or special 
nuclear material, or of any production or 
utilization facility; 

C. The disposal into the ocean or sea of 
byproduct, source, or special nuclear waste 
materials as defined In regulations or orders 
of the Commission; 

D. The disposal of such other byproduct, 
source, or special nuclear material as the 
Commission from time to time determines 
by regulation or order should, because of the 
hazards or potential hazards thereof, not 
be so disposed of without a license from the 
Commission. 

Ajticle 111. Notwithstanding this Agree¬ 
ment. the Commission may from time to 
tLme by rule, regulation, or order, require 
that the manufacturer, processor, or pro¬ 


ducer of any equipment, device, commodity, 
or other product containing source, byprod¬ 
uct, or special nuclear material shall not 
transfer possession or control of such prod¬ 
uct except pursuant to a license or an exemp¬ 
tion from licensing issued by the Commis¬ 
sion. 

Article IV. This Agreement shall not affect 
the authority of the Commission under sub¬ 
section 161 b. or i of the Act to issue rules, 
regulations, or orders to protect the common 
defense and security, to protect restricted 
data or to guard against the loss or diversion 
of special nuclear material. 

Article V. The Commission will use its 
best efforts to cooperate with the State and 
other agreement states in the formulation of 
standards and regulatory programs of the 
State and the Commission for protection 
against hazards of radiation and to assure 
that State and Commission programs for 
protection against hazards of radiation will 
be coordinated and compatible. The State 
will use its best efforts to cooperate with the 
Commisison and other agreement states In 
the formulation of standards and regulatory 
programs of the State and the Commission 
for protection against hazards of radiation 
and to assure that the State’s program will 
continue to be compatible with the pro¬ 
gram of the Commission for the regulation 
of like materials. The State and the Com¬ 
mission will use their best efforts to keep 
each other Informed of proposed changes 
In their respective rules and regulations and 
licensing, Inspection and enforcement poli¬ 
cies and criteria, and to obtain the comments 
and assistance of the other party thereon. 

Article VI. The Commission and the State 
agree that it is desirable to provide for re¬ 
ciprocal recognition of licenses for the mate¬ 
rials listed In Article I licensed by the other 
party or by any agreement State. Accord¬ 
ingly, the Commission and the State agree 
to use their best efforts to develop appro¬ 
priate rules, regulations, and procedures by 
which such reciprocity will be accorded. 

Article VII. The Commission, upon its 
own Initiative after reasonable notice and 
opportunity for hearing to the State, or upon 
request of the Governor of the State, may 
terminate or suspend this Agreement and 
reassert the licensing and regulatory author¬ 
ity vested in It under the Act if the Commis¬ 
sion finds that such termination or sus¬ 
pension is required to protect the public 
health and safety. 

Article VIII. This agreement shall be¬ 
come effective on__ and shall re¬ 

main in effect unless, and until such time 
os It Is terminated pursuant to Article VII. 

Policies and Procedures Applicable to North 

Carolina Regulations for Protection Against 

Radiation 

Foreword. Section 274 of the Atomic 
Energy Act of 1954, as amended, authorizes 
the United States Atomic Energy Commission 
to enter Into an agreement with the Governor 
of a State to transfer to the State certain 
licensing and control of byproduct, source, 
and special nuclear materials In quantities 
not sufficient to form a critical mass. The 
North Carolina State Board of Health (here¬ 
after referred to as “the Agency”) has been 
designated by the North Carolina General 
Assembly and Is prepared to accept this re¬ 
sponsibility. To that end the Agency here¬ 
by presents a narrative description of its 
proposed program for the control of sources 
of ionizing radiation, including naturally 
occurring isotopes and certain radiation pro¬ 
ducing machines. 
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NOTICES 


The regulatory program for control of 
sources of ionizing radiation in North Caro¬ 
lina, presented here in some detail, will be 
conducted in such a manner as to protect 
effectively the public health and safety, and 
to further the economic growth of the State 
by encouraging the safe and proper utiliza¬ 
tion of radiation for peaceful purposes. The 
program is compatible with the regulatory 
program of the United States Atomic Energy 
Commission and will be maintained so as 
to ensure this compatibility. Uniformity 
with the regulatory programs of other agree¬ 
ment States will be maintained so far as 
possible. 

The Agency places primary and specific re¬ 
sponsibilities for radiation protection upon 
those persons licensed or registered for 
sources of radiation, and upon those furnish¬ 
ing designated equipment servicing and serv¬ 
ices. The Agency has adequate authority and 
capability to assure compliance with the 
North Carolina Regulations for Protection 
Against Radiation. 

Statutory Authority. In 1959 the North 
Carolina General Assembly enacted authority 
to the Agency (G.S. 104C) to adopt reason¬ 
able rules and regulations to provide pro¬ 
tection against hazard from radioactivity 
and ionizing radiation; to require registra¬ 
tion of persons possessing or using specified 
sources of radiation; to enter premises to de¬ 
termine whether applicable laws and regu¬ 
lations are being properly observed; to pro¬ 
vide an inspection service and to make sur¬ 
veys (Appendix I). A 1963 amendment to 
G.S. 104C designated the North Carolina 
State Board of Health as the Agency which 
shall provide by rule or regulation for li¬ 
censing of byproduct, source, special nuclear 
materials, or devices or equipment utilizing 
such materials, and for amendment, sus¬ 
pension or revocation of licensees; grants 
specific authority to the Agency for related 
protective activities; authorizes the Agency to 
provide for recognition of other State and 
Federal licenses as it may deem desirable; 
authorizes the Governor “to enter into agree¬ 
ments with the Federal Government provid¬ 
ing for discontinuance of certain of the Fed¬ 
eral Government's responsibilities with re¬ 
spect to sources of ionizing radiation and the 
assumption thereof by this State" (Appendix 
II). 

The Agency has multiple other general and 
specific statutory authorities and responsi¬ 
bilities related to the 1959 Act and its 1963 
amendment (copies available upon request 
to the Agency). 

History. The North Carolina program for 
protection against radiation has developed 
progressively. A committee, advisory to the 
State Board of Health, on radiation protec¬ 
tion was established early in 1958. During 
the same year this Agency began organizing 
a State Radiological Emergency Team, which 
became functional in September 1961. A 
voluntary State committee, advisory to the 
Governor on nuclear energy, was also estab¬ 
lished in 1958. These related actions are re¬ 
flected in the 1959 North Carolina Atomic 
Energy, Radioactivity and Ionizing Radiation 
Law (Appendix I). 

This Act established the State policy to 
promote sound and healthy programs for 
progressive use of atomic energy in the State, 
while protecting the public’s interests and 
insuring public health and safety. The Act 
established the North Carolina Atomic Energy 
Advisory Committee with six subcommittees 
on agriculture, education and research, in¬ 
dustry and labor, medicine and public health, 
power, and radiation standards (lists of the 
Committee and Subcommittee memberships 
are available upon request to the Agency). 
The Act assigned specific authority and du¬ 
ties to the State Board of Health. 

The State Health Director in 1960 initiated 
the organization, assured interim staffing, 
and assigned developmental responsibilities 


for the State Radiological Health Program. 
All have been brought up to date recently. 

Previous Independent activities have in¬ 
cluded: The establishment in 1952 at North 
Carolina State College in Raleigh for educa¬ 
tional and research purposes the first re¬ 
actor not owned by the Federal Government; 
voluntary registration of radiation sources; 
setting up of patterns for occupational sur¬ 
veillance; actively developed environmental 
surveillance; readiness to meet reported radi¬ 
ation accidents and emergencies; providing 
the laboratory services required to support 
each of these. An orderly equipment pro¬ 
curement program has been implemented to 
make essential equipment available as staff¬ 
ing progressed. 

One of the earliest acts of the North Caro¬ 
lina Atomic Energy Advisory Committee was 
giving support to the State Health Director's 
proposal in June, 1960 as he sought United 
States Public Health Service funds, which 
resulted in the establishment of a five-year 
graduate program in Radiological Health 
(Master's Degree) at the University of North 
Carolina. School of Public Health, adminis¬ 
tered entirely by that school. Another early 
Committee activity was support of the State 
Health Director in his request to the United 
States Atomic Energy Commission, which 
resulted in a contract to establish the North 
Carolina Institute in Fundamentals of Radi¬ 
ation and Radiological Protection at North 
Carolina State College and the School of 
Public Health, 1962-1963. Forty-eight State 
and local agency personnel were enrolled In 
the five courses. The Committee has re¬ 
viewed the many studies, proposals, and rec¬ 
ommendations of the State Board of Health 
In development of the State’s radiation pro¬ 
tection program. Its subcommittees have 
been, and will continue, available to the 
Agency at all times In furnishing advisory 
and co-ordinating assistance. 

In late 1960 a program jointly developed 
by the State Board of Health with the State’s 
medical, dental, hospital, and veterinary 
medical associations permitted the voluntary 
registration of radiation sources in the State 
before mid-1961. Supplemented by a de¬ 
tailed study of copies of licenses Issued by the 
United States Atomic Energy Commission, 
and by a Statewide voluntary survey of den¬ 
tal X-ray machines (Surpak), more than 
three-fourths of all radiation sources in 
North Carolina have been identified, a bulle¬ 
tin was published in November 1963 listing 
the known sources so that health, civil de¬ 
fense. law enforcement, and fire prevention 
and fire fighting services as well as profes¬ 
sional, safety, insurance, labor, compensa¬ 
tion, and other related personnel can be in¬ 
formed of the nature and extent of most of 
the existing potential radiation hazards in 
each community. The Radiological Defense 
Service of the State Civil Defense Agency, 
although independent in authority and re¬ 
sponsibility. is directed by the same person¬ 
nel who direct the continuing day-to-day 
Radiological Health Programs. Both pro¬ 
grams are closely co-ordinated and reviewed 
periodically with the State's law enforce¬ 
ment authorities. 

An Agency environmental radiation sur¬ 
veillance program, begun in 1958, checks 
water supplies for 120 communities periodi¬ 
cally, establishing factually the existing 
background radioactivity in the waters. This 
program has been evaluated and detailed 
results published annually, so that the cur¬ 
rent and future surveillance is on a more 
practical and authoritative (technical) basis. 
(Copies of pertinent reports are available 
upon request to the Agency). Concurrently, 
the State has long participated with the 
United States Public Health Service in na¬ 
tionwide, air, milk, and water surveillance 
network programs. Within the past year the 
State’s independent program has expanded 
in the realms of air, water, milk surveillance, 
and food sampling. 


In the realm of occupational surveillance, 
up to now, there has been no compulsory 
licensing, registration, or inspection, in 
1949, shoe-fitting fluoroscopes throughout 
the State were Inspected and their hazards 
reported to owners who removed them By 
1951, X-ray facilities of several local health 
departments were Inspected and surveyed 
wherever requested. In 1961-1962, all X-ray 
facilities of the 100 local health departments 
in the State were surveyed, demonstrating 
widespread need for attention to personnel 
monitoring, proper collimation and filtration, 
operator shielding, and room shielding. Dur¬ 
ing 1962-1963, with United States Public 
Health Service support, a Statewide Surpak 
survey of dental X-ray machines achieved 
voluntary participation by ninety percent of 
the 1,462 known dentists; only 20 percent re¬ 
vealed no apparent need for correction. Al¬ 
most all deficiencies were readily corrected 
by the dentists' use of fittings furnished to 
them free. Later, jointly with the North 
Carolina State Veterinary Medical Associa¬ 
tion. voluntary survey of Veterinarians X- 
ray facilities was undertaken. This has 
resulted in widespread Improvement of per¬ 
sonnel monitoring, and correction of im¬ 
proper collimation and filtration. 

Occupational surveillance over radioactive 
materials by the Agency’s personnel has in¬ 
volved accompanying Atomic Energy Com¬ 
mission Inspectors on essentially all inspec¬ 
tions during the past four years. These 
same State personnel will inspect for the 
State under this program. In addition all 
Civil Defense Radiological Defense Service 
Cobalt 60 sourco sets have been independ¬ 
ently inspected and leak-tested by these 
State personnel. 

The State Radiological Emergency Team 
has been continuously available since Sep¬ 
tember 1961 when the first Issue of the team s 
procedural guide was published. The team’s 
handbook is revised periodically, the last 
time, September 1963 (a copy is available 
upon request to the Agency). Thus, the 
professionally competent technical guidance 
by team members has been planned from 
the start, and continues co-ordinated, with 
State law enforcement and transportation 
authorities. Nine American Board certified 
medical radiologists are available to the team 
at all times as consultants in any medical 
care required for victims of radiation acci¬ 
dents. 

To support the expanding activities the 
Agency's Laboratory Division has Installed 
effective equipment, and the increased staff 
is kept currently abreast of new develop¬ 


ments. 

The radiation protection program Has con¬ 
tinued towards State participation under sec¬ 
tion 274 of the Atomic Energy Act of 1954. 
as amended. Timely changes have been 
made in priorities for various program activ¬ 
ities in order to meet changing circum¬ 
stances. For example, environmental sur¬ 
veillance could be and was expedited due to 
atmospheric testing fallout. Nevertheless, 
the whole program has been functional since 
March 5. 1963. 

The biennial program to June 30. 1965. w 
published and Is revised annually. It will 
provide surveillance over environmental an 
occupational radiation sources, reading to 
handling the effects of predictable accident/ 
Incident, and laboratory supports to all oi 
these activities. 

North Carolina Regulations for Protect on 
Against Radiation, compatible with sect ® 
274 and the recommendations of the um 
States Atomic Energy Commission Unuea 
States Public Health Service, and the Coun 
ell of State Governments, have been apP*° 
by the North Carolina Atomic fnerg> a 
visory Committee, the State Board ot H • 
and the Governor of North Carolina (apP 
dix III). Interested parties have had. t* 
opportunity to participate In PubHc S 
on licensing and regulatory activities ^ 
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Agency, and have suggested or commented 
uoon the Agency’s proposed regulations. 

Standards. The standards prescribed by 
the Agency are included in North Carolina 
Regulations for Protection Against Radia¬ 
tion (Appendix III). These standards are 
equivalent to and compatible with current 
United States Atomic Energy Commission 
standards and those of the current agree¬ 
ment states. The standards pertaining to 
transportation are consistent with rules and 
regulations of the Interstate Commerce Com¬ 
mission. Federal Aviation Agency. United 
States Coast Guard, and Post Office Depart¬ 
ment; the standards pertaining to intrastate 
transportation are consistent with the same 
rules and regulations, and with State laws 
and regulations coming under statutory 
Jurisdiction of all North Carolina agencies. 
Ali regulatory requirements are reviewed by 
the North Carolina Atomic Energy Advisory 
Committee prior to submission to the Gov¬ 
ernor ior the approval required by statute. 

Operating Procedures . The Agency’s pro¬ 
gram ior meeting statutory responsibilities 
is outlined hereafter: 

(a) Licensing. Licenses will be required 
for all persons who possess or use in North 
Carolina radioactive materials in excess of 
exempt quantities and concentrations. 
Both general and specific licenses will be is¬ 
sued by the Agency and the criteria for the 
issuance and renewal of licenses will be the 
same as used by the United States Atomic 
Energy Commission. Provisions have been 
made in the regulations for exemption of 
certain quantities, concentrations, and de¬ 
vices. e g., any person may receive, possess, 
or use products or materials containing radio¬ 
isotopes in amounts or concentrations not 
In excess of those listed in the published ex¬ 
empt schedule. 

The Agency will issue general licenses un¬ 
der specified circumstances where more 
stringent control by specific licenses is found 
to be unnecessary to protect the public health 
and safety. General licenses will be effec¬ 
tive without either the filing of applications 
with the Agency or the issuance of documents 
by the Agency to a specific person. In addi¬ 
tion to the generally licensed or exempt 
quantities, certain devices containing radio¬ 
active materials which have a built-in high 
safety factor, and will be safe for use by 
persons not trained in radiation protection, 
will be generally licensed. 

Specific licensing procedures will involve 
both the evaluation of the possible radiation 
hazards and the determination of the ade- 
*D*&cy of the radiation controls specifically 
proposed for application by the license ap¬ 
plicants. The required controls will vary 
with the type of radioactive material(s) un¬ 
der consideration and the proposed use(s). 
standards and licensing guides compatible 
with those used by the United States Atomic 
Energy Commission will be applied in making 
these evaluations. No standards more re- 
wictlve than those established by the Atomic 
Act of 1954, and amendments, will be 
“hposed by the Agency. 

The Agency’s regulations require the fol- 
wwing for the Issuance of a specific license: 

1. The applicant shall be qualified by 
twining and experience to.possess and use 
he material safely and for the proposed 
purpose. 

2 Facilities and equipment of the appli¬ 
cant shall be adequate to protect. 

loca Non of the proposed activity 
be suitable for the purpose. 

The Agency will require sufficient infor- 
f ° n submitted by an applicant to provide 
thi l£nowle<, g e of the proposed program, and 
whlfK 1 ** used 35 1110 basis to determine 
the applicant will be able to com- 
the ra^ation safety regulations. A 
nse will be issued only if the training 
*d experience, facilities and equipment, 
to h * ) \? IX)8e d operating procedures appear 
jC acl equate for radiation protection, con¬ 
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sidering the type of material, levels of activ¬ 
ity, and the proposed use. 

A visit will be made prior to the issuance 
of a license when this is deemed necessary 
to make an on-the-spot evaluation of facili¬ 
ties and equipment and of the proposed 
radiation protection program. 

License conditions or requirements will 
be included in a specific license to cover 
significant matters or special needs not ex¬ 
pressly defined in the pertinent sections of 
the regulations. The regulations provide 
the bases for modification, revocation, and 
termination of licenses. 

An Agency Health Physicist will make the 
Initial review and evaluate each application 
for license. Applications involving signifi¬ 
cant environmental hazards may be referred 
to the Sanitary Engineering Division, those 
Involving significant occupational or in- 
plant hazards to employees may be referred 
to the Occupational Health Section, for re¬ 
view, comment, and recommendation prior 
to Issuance of a license. 

Where indicated, applications involving 
human use will be referred to the Agency’s 
Medical Isotopes Advisory Group for evalua¬ 
tion, comment, and recommendation. For 
example, such Instances may include: 1. Cir¬ 
cumstances in which the licensing staff has 
no established precedent for the usage, dos¬ 
age. or procedure proposed by the applicant; 

2. Where an applicant proposes selection of 
unusual isotope (s), or excessive or unusual 
dosage or administration, or procedure, 
according to known previous experience; 3. 
Where the applicant appears to have insuf¬ 
ficient training and/or no prior experience 
in handling Isotopes for human usage; 4. 
Where currently available information re¬ 
veals little or no such human use up to 
now. Under other unusual circumstances, 
advisory assistance is available and will be 
sought from qualified consultants. 

(b) Registration. The Agency is author¬ 
ized to require the registration of radiation 
machines (Appendix I) except some 700 
X-ray machines (hospital) subject to the 
provisions of G.S. 131-126.3 (1963, c. 66). 
Most sources of radiation, including the hos¬ 
pital X-ray facilities and materials which 
will be licensed by the Agency, have already 
been voluntarily registered with the Agency. 
Every person who furnishes or offers to fur¬ 
nish in North Carolina any service or equip¬ 
ment servicing to Agency licensees or regis¬ 
trants will be required to register with the 
Agency. 

(c) Inspections —(1) Licensees. There 
will be five types of physical inspections 
made of radioisotope licensees or license ap¬ 
plicants, designated according to their pri¬ 
mary purposes. Each of the following types 
of Inspection will be undertaken to the ex¬ 
tent the existing circumstances dictate: 

1. Prelicensing inspection. At the time 
of the review of an applicant s proposed pro¬ 
gram, it will be determined whether or not 
the quantities and forms of the materials 
to be used and the scope of the proposed 
program will Justify a prelicensing inspec¬ 
tion. This type of inspection will be made to 
determine if the applicant Is capable of con¬ 
ducting his program safely and to obtain 
additional Information needed or desired by 
those responsible for approving the appli¬ 
cant for license. 

2. Initial inspections. After a new license 
to possess and use material has been granted, 
the inspection staff will arrange with man¬ 
agement for an Initial inspection. This type 
of inspection normally will be announced so 
that the inspectors will be assured that the 
authorized radioactive materials will have 
been obtained, and a use program is in 
progress. 

3. Reinspection. Reinspections will be 
made of continuing programs subsequent to 
a previous Inspection and may be announced 
or unannounced. A program is considered 
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continuous even though a new license num¬ 
ber may have been assigned. 

4. Followup inspections. When items of 
noncompliance noted on previous inspections 
Justify, followup inspections will be made in 
addition to others routinely scheduled, to 
determine the status of corrective action 
taken by the licensee. This type of inspec¬ 
tion will be Justified and scheduled only 
when the items of noncompliance present a 
potentially significant hazard to the licensee, 
his employees, or the public, or when man¬ 
agement has demonstrated that it may not 
intend to, or may be unable to, take the 
corrective actions necessary. 

5. Request inspections. The inspection 
staff will respond to requests by management, 
a local health director, or other responsible 
person, for Inspection of facilities when the 
advisory assistance requested cannot be satis¬ 
factorily given by means of regular commu¬ 
nication. Request inspections may also 
serve as reinspections if the time of inspec¬ 
tion is compatible with the priority schedule 
established for the licensee. Inspections 
will also be made on the request of State or 
local authorities having legitimate cause. 

(2) Registants of X-ray equipment. There 
will be four types of physical Inspection 
made of the facilities of registrants of X-ray 
equipment, utilizing instrumentation: 

1. Initial inspections. This type of 
Agency-initiated inspection normally will be 
announced 60 that the registrant can co¬ 
operate with the Inspector conveniently and 
beneficially to h im self. 

2. Reinspections. This type of inspection 
normally will be announced, as with Initial 
inspections, and usually because of a change 
of significant nature in the X-ray facility, 
equipment, or procedures. 

3. Followup inspections. This type of in¬ 
spection will be Justified and scheduled 
only when Items of noncompliance, if un¬ 
corrected, can create a real and unauthorized 
radiation exposure of the facility’s personnel 
or the public. 

4. Request inspections. This type of in¬ 
spection. with or without prior announce¬ 
ment, usually will respond to requests by 
owners, users, local health and other author¬ 
ities, or other responsible persons, when the 
advisory assistance requested concerning 
significant problems cannot be given satis¬ 
factorily by means of regular communica¬ 
tions. 

(3) Schedule of inspections and surveys. 
All types of Inspections may be made un¬ 
announced if the purpose of the inspection 
can be served and all desired observations 
can be made satisfactorily. When advisable 
to conserve travel time and expense of in¬ 
specting personnel or to facilitate normal 
activities of X-ray equipment registrants, 
the management or user of a facility may be 
notified of an impending Inspection and an 
appointment made. 

1. Inspection schedule for licensees. The 
schedule for initial inspection and reinspec¬ 
tions of licensees will be determined by prior¬ 
ities established tor each license at the time 
the license is granted. Priorities will be as¬ 
signed according to the category of use and 
the scope of the program. Priorities as¬ 
signed prior to initial Inspection will be con¬ 
sidered tentative until confirmed after in¬ 
spection. Priorities may be changed by 
amendments of license during the course of a 
program when such changes seem advisable 
after receipt, of notice of a change In the 
scope of the program or of a change in the 
category of use. If more than one category 
is involved, priority will be based on the more 
restrictive category. 

Initial inspection and reinspection sched¬ 
ules will be determined by priorities. Prior¬ 
ities will be determined by the degree of 
hazard involved with the use of materials 
in each case. 

2. Inspection schedule for registrants of 
X-ray equipment. Allowing for economy, 
efficiency, and flexible adjustment to un- 
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predictable circumstances, priorities of in¬ 
spection of X-ray registrants will be given 
to the following order: 

Priority I: Request inspections. 

Priority II: Followup Inspections. 

Priority III: Initial inspections, under¬ 
taken geographically to conserve expense and 
personnel effort. 

Priority IV: Reinspections. 

(4) Designated agency representative. 
Onsite initial inspections of programs and 
facilities of licensees, license applicants, and 
registrants always will be made by an 
Agency Health Physicist, or by designated 
authorized representatives of the Agency‘s 
Occupational Health Section who are quali¬ 
fied by experience and training in radiolog¬ 
ical health. Later inspections normally will 
be made by the same personnel. In addi¬ 
tion, after approval by the State Board of 
Health in each instance, the Director. State 
Radiation Protection Program may designate 
in writing for^a specified period of time a 
named public employee,, e.g., of a State or 
local governmental agency, when qualified, 
as authorized representative of the agency, 
in accordance with section A/ll(b), North 
Carolina Regulations for Protection Against 
Radiation. Prior to authorization by the 
Agency the individual qualifications for the 
designated purpose will be reviewed and 
proven at least equal to those of Agency in¬ 
cumbent personnel. Conduct of all inspec¬ 
tions and the resulting reports will be subject 
to Agency supervision ohd to review by the 
Public Health Physicist and the Director of 
the State Radiation Protection Program. 
The Agency’s Public Health Physicist will act 
as consultant and render technical advice to 
all authorized representatives of the Agency. 

(5) Conduct of inspections. The Agency 
authorized representative making an inspec¬ 
tion will interview the licensee, management, 
or registrant, and discuss the complete pro¬ 
gram in considerable detail. 

The Agency authorized representative will 
be prepared with proper instrumentation to 
make all necessary radiation measurements 
in work areas and at the completion of the 
physical and records survey, the Inspector 
will discuss his findings with the licensee or 
registrant and point out any items of non- 
compliance noted. He will assist the licens¬ 
ee or registrant by explaining the corrections 
the inspector has observed to be needed in 
the program. 

(6) Inspection reports. A summary re¬ 
port of every inspection will be prepared to 
include a description of the program, records, 
violations, and other pertinent remarks, a 
copy of which will be furnished the licensee 
or registrant, and a copy filed by the Agency. 

(d) Accidents and incidents. Investiga¬ 
tion at the site of a radiological accident or 
incident will be made promptly in detail 
to determine the cause of the incident, in 
accordance with the provisions contained in 
the Handbook, North Carolina State Radio¬ 
logical Emergency Team (copy available upon 
request to the Agency). Agency authorized 
representatives will discuss with those per¬ 
sons responsible, measures to prevent addi¬ 
tional incidents. The Agency has statutory 
authority to control effectively any incident 
and to protect adequately the public health 
and safety. Investigation of an incident 
should reveal whether or not any Agency 
action with or against the licensee is In¬ 
dicated. 

(e) Enforcement. Status of compliance 
with the Agency’s regulations will be deter¬ 
mined by evaluation of reports of inspections 
of licensees* and registrants* activities. 

If no items of noncompliance are observed 
at the time of an inspection, each licensee 
or registrant will be so informed. If only 
minor items of noncompliance are observed 
and the licensee or registrant agrees at the 
time of the inspection to correct these, the 
licensee or registrant will be informed by 
letter of the items of noncompliance and that 


the effectiveness of corrective actions under¬ 
taken will be reviewed at the time of the 
next inspection. 

If the inspection report shows noncompli- 
ance of potentially significant nature, the 
licensee or registrant will be required to 
notify the Agency promptly in writing as to 
every corrective action taken and the date 
completed. Thereafter, a prompt followup 
inspection may be made to insure that the 
necessary corrective action has been ac¬ 
complished. If the written notification to 
the Agency does not explain satisfactorily a 
licensee’s noncompliance, and also assure that 
further predictable violations will be pre¬ 
vented, the Agency may issue an order to 
show cause why the license should not be 
terminated or otherwise modified. If condi¬ 
tions observed during an inspection create a 
serious potential or actual hazard, the in¬ 
spector will report immediately to the Agency 
by telephone. Enforcement action, such as 
an order by the Agency to the licensee or 
registrant to take immediate corrective ac¬ 
tion, may then be taken without delay. The 
Agency is authorized to impound sources 
of ionizing radiation under specified circum¬ 
stances. 

Willful noncompliance, or a need for ex¬ 
tensive Agency action to correct or control 
deficiencies or acts of noncompliance, are 
expected to be unusual or of rare occur¬ 
rence. Every effort by the Age, .cy will be ex¬ 
tended towards securing voluntary co-opera¬ 
tion and compliance, and thereby creating 
little demand for legal enforcement. 

A hearing may be held upon the request 
of any person whose interest,may be affected 
by enforcement proceedings. 

Delegation of Authority —(a) Chain of 
command. As approved by the State Board 
of Health, the State Health Director has 
authority to delegate the pertinent respon¬ 
sibilities. He has done this by delegation of 
administrative direction to specified staff 
members, and to certain personnel devoting 
full time and part time for implementing 
the program. The Director of the State’s 
Radiation Protection Program directs the 
planning and implementation of the entire 
program, coordinated between the division 
directors concerned. Implementation of the 
respective responsibilities is undertaken by 
the Chief, Radiation Protection Section for 
Public Health Physics guidance and activi¬ 
ties; by the Director, Sanitary Engineering 
Division for environmental radiation surveil¬ 
lance; by the Chief. Occupational Health 
Section for occupational radiation surveil¬ 
lance; by the Chief, State Radiological Emer¬ 
gency Team for response to and oontrol of 
accidents; and by the Director, Laboratory 
Division for all laboratory services required 
to support these operational segments of the 
program. Hence, the chain of command pro¬ 
ceeds directly: from the State Board of 
Health to the State Health Director, to the 
program Director, to the Director, Sanitary 
Engineering Division, and to the Director, 
Laboratory Division. The program director 
administers directly the activities of the 
Radiation Protection Section, the Occupa¬ 
tional Health Section, and the State Radio¬ 
logical Emergency Team. 

(b) Delegation of authority. The author¬ 
ity and responsibility for administering 
North Carolina Regulations for Protection 
Against Radiation, covering the statutory 
licensing of byproduct, source, special nu¬ 
clear materials, or devices or equipment 
utilizing such materials, has been assigned to 
the Director. State Radiation Protection Pro¬ 
gram. As he directs, applications for licenses 
will be approved or disapproved. He will 
issue denials for cause, or denials without 
prejudice. He may terminate a license, 
after opportunity is offered the licensee for 
a hearing, due to failure to correct items 
of noncompliance, or for other Justified 
cause, after specific approval by the State 
Health Director in each instance. Under his 


administrative control the Health Physicist 
will provide technical assistance and con¬ 
sultation, to him and to all other Agency 
personnel administering and implementing 
the State Radiation Protection Program and 
the North Carolina Regulations for Protec¬ 
tion Against Radiation. 

Personnel and staffing. Sufficient and 
qualified Agency staff and consultants are 
available: 

(a) Agency staff. Individual staff quali¬ 
fications reflect the necessary education, 
training, and experience to ensure compe¬ 
tent administration and implementation of 
the program (Appendix IV). All future re¬ 
placements of incumbents, or employment 
to fill new vacant positions, will follow close 
scrutiny to ensure qualifications at least 
equal to those of incumbents. 

(b) Consultants. The Agency and its 
State Radiological Emergency Team can call 
upon 20 qualified consultants voluntarily 
available within the State to advise upon and 
assist in the handling of any unusual or 
complex problem or serious hazard related 
to this program: 

(1) Six general program consultants In¬ 
clude a Board-Certified Industrial Hygiene 
Engineer specializing in radiological health; 
an experienced chemist (Ph. D.) specializing 
in nuclear, tracer, and radiation chemistry; 
a Fellow of the American Academy of Oral 
Roentgenology; a physicist (Ph. D.) experi¬ 
enced in laboratory equipment design and 
applications to nuclear science and engineer¬ 
ing and directing a recognized research lab¬ 
oratory;' two experienced radiological safety 
officers of two recognized graduate educa¬ 
tional and research institutions 

(2) Nine Board Certified Medical Radiol¬ 
ogists, all recognized in the diagnostic and 
therapeutic aspects of X-ray. radium and 
medical isotopes involving human use 

(3) Six members of the Agency’s Medical 
Isotopes Advisory Group, including three 
Board-Certified Radiologists experienced 
with medical isotopes; two Board-Certified 
Health Physicists experienced in educa¬ 
tional, research, and medical radiation pro¬ 
tection and safety programs; a radiation 
biologist (has Just completed Ph. D. require¬ 
ments) experienced in and chief of medical 
physics at a third recognized North Carolina 
graduate educational and research institu¬ 
tion. 

Regulations. The Agency has statutory 
authority to administer the applicable regu¬ 
lations (Appendix IH). which will become 
effective upon the effective date of the 
agreement between the Governor of North 
Carolina and the United States Atomic En¬ 
ergy Commission. Interested parties have 
timely opportunity to participate in public 
hearings on licensing and regulatory activi¬ 


ties of the Agency. 

Budget. The biennial budget for fiscal 
years 1964 and 1965 as originally approved 
provides sufficiently for a sound program* 
Minor salary increases for clerical personnel 
have been provided by administrative action. 
The actual expenditures during fiscal year 

1963 approximated those occurring during 

1964 (a budget summary Is available upon 
request submitted to the Agency). 

Funds are sufficient through fiscal ye 

1965 for 14 full-time personnel, 12 currently 
employed. Nine other professional per S0I ™~ 
devote up to 50 percent part time to t 
program. New position vacancies will P* r 
timely employment of two full-time lns P ' 
ing personnel for radioactive materials. i 
will provide staff equivalent to four fuu-t 
radiation inspectors. Although ciur 1 
qualified, the existing staff regularly 
attend appropriate professional. 
seminar, and short-course training to m 
tain and Improve administrative and e 
nical competence. Their necessary trav 
training and daily duties is assured. P" 
date survey and laboratory equipBWMa^^ 
been procured. An equipped instrument 
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maintenance shop Is manned by a well-quali¬ 
fied employee. A high-level survey instru¬ 
ment calibration facility will be functional 

July 1.1964. 

Equipment All necessary equipment has 
been procured and is functional (Appendix 
V) . In addition, laboratory facilities at Duke 
University, North Carolina State College, 
University of North Carolina School of Public 
Health, and North Carolina Research Tri¬ 
angle Institute Isotopes Development Labo¬ 
ratory, are available to the Agency for limited 
supplementary counting and analyses under 
unusual demands. The program director 
keeps himself Informed of the locations of all 
State Civil Defense Agency instruments and 
39 Cobalt 60 source sets, as Chief, Radiologi¬ 
cal Defense Service. 

The Agency is licensed for and has a Radlac 
Calibrator (120-curie-Cs-137) for use In an 
established high-level survey instrument 
calibration facility. A suitable X-ray facility 
is planned, for variable-level calibration of 
the Agency’s X-ray survey instruments. 
Both calibration facilities will be utilized also 
in special studies contributing to the pro¬ 
gram. The Agency has a well-equipped elec¬ 
tronics maintenance shop administered by a 
qualified electronics specialist. All Agency 
equipment is thoroughly Inspected and 
tested, repaired when necessary, and cali¬ 
brated periodically. 

Sample Forms. In addition to notice to 
employees and occupational exposure record 
forms, found at the end of Part C of the 
Agency ’8 draft regulations (Appendix III), 
sample forms have been drafted for applica¬ 
tions, licenses, and registration (Appendix 
VI). 

[PR. Doc. 64-6171; Filed, May 22. 1964; 

8:47 am ] 


DEPARTMENT OF THE TREASURY 

Bureau of Customs 

[AA 643.3-p] 

APPLE JUICE FROM CANADA 
Purchase Price; Foreign Market Value 
June 9,1964. 

Pursuant to section 201(b) of the 
Antidumping Act, 1921, as amended (19 
USC. 160(b)), notice is hereby given 
tnat there is reason to believe or suspect, 
from information presented to me, that 
the purchase price of apple juice, in 46- 
ounce tins, imported from Canada, 
manufactured by Sun-Rype Products 
wmited, Kelowna, British Columbia, 
Canada, is less, or likely to be less, than 
uie foreign market value, as defined by 
sections 203 and 205, respectively, of the 
Antidumping Act, 1921, as amended (19 
U-S.C. 162 and 164). 

Customs officers are being authorized 
w withhold appraisement of entries of 
PPle juice, in 46-ounce tins, from 
manufactured by Sun-Rype 
r , ucts Limited, Kelowna, British 
Ihinl* 1 ’ Can ada, pursuant to § 14.9 of 
Lr ustoras Regulations (19 CFR 14.9). 
he allegation in this case was received 
23 * and was made by the 
ton 01 Tree T op, Inc., Omak, Washing- 

t oE a l 1 Philip Nichols, Jr., 
Commissioner of Customs. 

[PR Doc. 64-5882; Filed, June 12, 1964; 
8:47 am.] 


DEPARTMENT OF THE INTERIOR 

Office of the Secretary 

[Order 2508, Arndt. 60] 

COMMISSIONER OF INDIAN 
AFFAIRS 

Delegation of Authority With Respect 

to Authority Under Specific Acts 

Section 30 of Order 2508, as amended 
(20 F.R. 3834, 5106; 21 F.R. 7027, 7655; 
24 F.R. 272; 25 F.R. 436, 575, 729, 1385, 
1994, 4655, 7192, 8892; 26 F.R. 6944; 27 
F.R. 2328, 11560; 28 F.R. 1072, 2199, 
2927, 5687, 12633), is further amended 
by the addition of two new subpara¬ 
graphs to read as follows; 

Sec. 30. Authority under specific acts. 
(a) In addition to any authority dele¬ 
gated elsewhere in this order, the Com¬ 
missioner of Indian Affairs, except as 
provided in paragraph (b) of this sec¬ 
tion, is authorized to perform the func¬ 
tions and exercise the authority vested in 
the Secretary of the Interior by the fol¬ 
lowing acts or portions of acts or any 
acts amendatory thereof; 

• • ♦ • • 

(26) The Act of December 11, 1963 
(P.L. 88-196, 77 Stat. 349) authorizing 
the sale, exchange, or mortgage of iso¬ 
lated tracts of tribal land on the Rose¬ 
bud Sioux Indian Reservation, South 
Dakota. 

(b) The authority granted in para¬ 
graph (a) of this section shall not 
include: 

• • • • ♦ 

(11) The authority to issue land 
patents under the Act of December 11, 
1963 (P.L. 88-196,77 Stat. 349). 

Stewart L. Udall, 
Secretary of the Interior. 

June 5,1964. 

[FR. Doc. 64-5871; Filed, June 12, 1964; 
8:47 am.] 


(Order 2765, Arndt. 8] 

COMMISSIONER OF RECLAMATION 

Delegation of Authority 

Paragraph (9) of section 1 of Order 
2765 as amended (23 F.R. 10570, 26 F.R. 
3575, 28 FJt. 5273) is amended to read 
as follows: 

Section 1. Authority. Except as pro¬ 
vided in section 2 of this order, the Com¬ 
missioner of Reclamation is authorized 
to: 

(a) Perform the functions and exer¬ 
cise the authority now or hereafter vested 
in the Secretary of the Interior, or in 
the Department of the Interior, by: 

* • * • * 

(9) The Falcon Dam Act of June 18, 
1954 (68 Stat. 255, as amended; 77 Stat. 
475); 

Stewart L. Udall, 
Secretary of the Interior. 

June 5,1964. 

[FR. Doc. 64-5872; FUed. June 12, 1964; 
8:47 am.] 


FRANKLIN STUART FEHR 

Statement of Financial Interests 

June 9,1964. 

Pursuant to section 302(a) of Execu¬ 
tive Order 10647, the following informa¬ 
tion on a WOC appointee in the Depart¬ 
ment of the Interior is furnished for 
publication in the Federal Register: 

name of appointee. Franklin Stuart 
Fehr. 

Name of employing agency. Depart¬ 
ment of the Interior, Office of Assistant 
Secretary for Water and Power Develop¬ 
ment. 

The title of the appointee’s position. 
Alternate Deputy Director, Defense Elec¬ 
tric Power Area 3. 

The name of the appointee’s private 
employer or employees . Metropolitan 
Edison Company. 

The statement of “financial interests” 
for the above appointee is set forth 
below. 

Stewart L. Udall, 
Secretary of the Interior. 

Appointee’s Statement of Financial 
Interests 

In accordance with the requirements 
of section 302(b) of Executive Order 
10647, I am filing the following state¬ 
ment for publication in the Federal 
Register : 

(1) Names of any corporations of 
which I am, or had been within 60 days 
preceding my appointment, on May 12, 
1964, as Alternate Deputy Director, De¬ 
fense Electric Power Area 3, Office of 
Assistant Secretary, Water and Power 
Development, an officer or director: 

None. 

(2) Names of any corporations in 
which I own, or did own within 60 days 
preceding my appointment, any stocks, 
bonds, or other financial interests: 

Metropolitan Edison Co., 3.8 percent Pre¬ 
ferred, 3 shares. 

First National Bank of Bernville, Common, 
4 shares. 

New York State Electric & Gas Corp., Com¬ 
mon. 8 shares. 

General Public Utilities Corp., Common, 
84 shares. 

(3) Names of any partnerships in 
which I am associated, or had been as¬ 
sociated within 60 days preceding my 
appointment: 

None. 

(4) Names of any other businesses 
which I own, or owned within 60 days 
preceding my appointment: 

None. 

Franklin Stuart Fehr. 

June 3, 1964. 

[FR. Doc. 64-5876; Filed, June 12, 1964; 
8:47 a.m.] 
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DEPARTMENT OF AGRICULTURE 

Agricultural Stabilization and 
Conservation Service 

SUGARCANE IN LOUISIANA 

Notice of Hearing on Wages and 

Prices and Designation of Pre¬ 
siding Officers 

Pursuant to the authority contained in 
sections 301(c)(1) and 301(c)(2) of the 
Sugar Act of 1948, as amended (61 Stat. 
929; 7 U.S.C. 1131), and in accordance 
with the rules of practice and procedure 
applicable to wage and price proceedings 
(7 C.F.R. 802.1 et seq.), notice is hereby 
given that a public hearing will be held 
in Houma, Louisiana, in the District 
Court Room, Terrebonne Parish Court¬ 
house, on July 9. 1964, beginning at 
10:00 a.m. 

The purpose of such hearing is to re¬ 
ceive evidence likely to be of assitance to 
the Secretary of Agriculture in determin¬ 
ing (1), pursuant to the provisions of 
section 301(c)(1) of said Act, fair and 
reasonable wage rates for persons em¬ 
ployed in the liarvesting of the 1964 crop 
of sugarcane, and in the production and 
cultivation of sugarcane during the cal¬ 
endar year 1965, and (2), pursuant to the 
provisions of section 301(c)(2) of said 
Act. fair and reasonable prices for the 
1964 crop of sugarcane to be paid, under 
either purchase or toll agreements, by 
producers who process sugarcane grown 
by other producers and who apply for 
payments under the Act. 

In the interest of obtaining the best 
possible information, all interested per¬ 
sons are requested to appear at the hear¬ 
ing to express their views and present 
appropriate data in regard to wages and 
prices. While testimony on all pertinent 
points is desired, it is especially requested 
that witnesses be prepared to offer infor¬ 
mation and recommendations on the 
following matter regarding fair wages 
for fieldworkers and fair prices for 
sugarcane: 

I. Wages, (a) Elimination of the 5 
cent per hour differential in wage rates 
between harvesting work and production 
and cultivation work for tractor drivers. 

(b) Elimination of piecework rates per 
ton for cutting sugarcane. 

(c) Regrouping of harvest worker clas¬ 
sification and evaluation of rate differen¬ 
tials to provide a simplified basic mini¬ 
mum wage structure. 

n. Prices. Periods to be used to deter¬ 
mine the seasons’ average prices of raw 
sugar and blackstrap molasses. 

The hearing, after being called to order 
at the time and place mentioned herein, 
may be continued from day to day within 
the discretion of the presiding officers 
and may be adjourned to a later day or 
to a different place without notice other 
than the announcement thereof at the 
hearing by the presiding officers. 

D. E. McGarry, Ward S. Stevenson, 
and W. N. Garrott are hereby designated 
as presiding officers to conduct either 
jointly or severally the foregoing hearing. 


Signed at Washington, D.C., on June 
10,1964. 


E. A. -Jaenke, 

Acting Administrator, Agricul¬ 
tural Stabilization and Con¬ 
servation Service. 


fFJEt. Doc. 64-5900: Filed, June 12, 1964; 
8:49 am.] 


Office of the Secretary 
CALIFORNIA 

Extension of Period for Emergency 
Loans 

For the purpose of making emergency 
loans pursuant to section 321 of the Con¬ 
solidated Farmers Home Administration 
Act of 1961 (7 U.S.C. 1961), it has been 
determined that in the hereinafter- 
named counties in the State of Cali¬ 
fornia, the natural disasters for which 
said counties were designated (26 FM. 
5079, 6609) have resulted in a continuing 
need in those counties for agricultural 
credit not readily available from com¬ 
mercial banks, cooperative lending agen¬ 
cies, or other responsible sources. 

California 

El Dorado. Placer. 

Imperial. Tulare. 

Designations of said counties were pre¬ 
viously extended by extensions published 
in 27 FJR. 5775, 6240, and 28 FH. 6097. 

Pursuant to the authority set forth 
above, emergency loans will not be made 
in the above-named counties after June 
30, 1965, except to applicants who pre¬ 
viously received emergency or special 
livestock loan assitance and who can 
qualify under established policies and 
procedures. 

Done at Washington, D.C., this 9th day 
of June 1964. 

Orville L. Freeman, 

Secretary. 

[F.R. Doc. 64-5874: Filed. June 12. 1964; 

8:47 am.] 


DEPARTMENT OF COMMERCE 

Maritime Administration 
FARRELL LINES INC. 

Notice of Application 

Notice is hereby given that Farrell 
Lines Incorporated has filed application 
for waiver under section 804 of the Mer¬ 
chant Marine Act. 1936, as amended, to 
act as agent, including solicitation and 
booking of cargo and passengers moving 
to and from West Africa at the United 
States ports of New York, Philadelphia, 
and Baltimore and such other UJS. ports 
to which they may extend their present 
agency arrangements, and at Monrovia, 
Liberia, for the Nigerian National Line, 
Ltd., under the terms and provisions of 
a proposed agency arrangement dated 
March 13, 1964. 

Any person, firm or corporation having 
an interest in such application who de¬ 
sires to offer views and comments there¬ 


on for consideration by the Maritime 
Administrator should submit same in 
writing, in triplicate, to the Secretary, 
Maritime Administration, Washington! 
D.C., by close of business June 19, 1964. 
The Maritime Administrator will con¬ 
sider these views and comments and 
take such action with respect thereto as 
he may deem appropriate. 

Dated: June 11.1964. 

By order of the Maritime Administra¬ 
tor. 

James S. Dawson, Jr., 
Secretary. 

[F.R. Doc. 64-5938; Filed, June 12, 1964; 
8:50 am.] 


Office of the Secretary 

[Dept. Order No. 152 (Rev.), Amdt. 1; Organi¬ 
zation and Function Supp. (Rev.) ] 

BUSINESS AND DEFENSE SERVICES 
ADMINISTRATION 

Organization and Assignment of 
Functions 

This material amends the material 
appearing at 29 F.R. 5409-5410 of April 
22,1964. 

Section 2-6 of the Organization and 
Function Supplement dated April 2,1964 
to Department Order No. 152 (Revised) 
is hereby amended as follows: 

Sec. 2. Organization. The Business 
and Defense Services Administration 
shall consist of the following organiza¬ 
tion units: 

# • • • • 

6. Office of Chemicals and Consumer 
Products: 

Chemicals and Allied Products Division. 
Consumer Durables Division. 

Food Industries Division. 

Rubber. Leather and Allied Products Division. 

Effective date. May 27,1964. 

Herbert W. Klotz, 
Assistant Secretary for 
Administration. 

[PH. Doc. 64-5863; Filed. June 12. 1964; 
8:47 am.] 


DEPARTMENT OF HEALTH, EDU¬ 
CATION, AND WELFARE 


Food and Drug Administration 

SYRACUSE UNIVERSITY RESEARCH 
CORP. 


Motice of Filing of Petition Regard¬ 
ing Food Additive Toluene 

Pursuant to the provisions of the Fed¬ 
eral Food, Drug, and Cosmetic Act 
109ib) (5), 72 Stat. 1786; 21 05.°. ! ‘ 

[b)(5)>, notice Is given that 8 P* “ 
(FAP 1406) has been filed by Sy ra ^c 
Jniversity Research Corporation, 
Comstock Avenue, Syracuse 10. New * . 

proposing the issuance of a regujatio 
provide for the safe use of toluene in 
ihe manufacture of foamed polys 1 - ' 
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intended for use in contact with food, if 
t he nnished foamed polystyrene does not 
contain more than 0.35 percent by weight 

of toluene. 

Dated: June 8,1964. 

Malcolm R. Stephens, 
Assistant Commissioner 

for Regulations. 

IFR. Doc. 64-5886; Filed, June 12, 1964; 
8:48 am.] 


ECONOMICS LABORATORY, INC. 

Notice of Filing of Petition Regarding 
Food Additive Sanitizing Solutions 

Pursuant to the provisions of the Fed¬ 
eral Food, Drug, and Cosmetic Act (sec. 
409(b)(5). 72 Stat. 1786; 21 U.S.C. 348 
(b)(5)), notice is given that a petition 
(FAP 1375) has been filed by Economics 
Laboratory, Inc., Guardian Building, St. 
Paul, Minnesota, 55101, proposing an 
amendment to § 121.2547 Sanitizing 
solutions to provide for the safe use of a 
sanitizing solution consisting in part of 
iodine, ethylene glycol monobutyl ether, 
butoxy monoether of mixed (ethylene- 
propvlene) polyalkylene glycol having a 
cloud-point of 90° C.-100 0 C. in 0.5 per¬ 
cent aqueous solution, and diethylene 
glycol monoethyl ether. In addition to 
components generally recognized as safe 
for the intended use. 

Dated: June 8,1964. 

Malcolm R. Stephens, „ 
Assistant Commissioner 

for Regulations . 

(R.F. Doc. 64-5845; Filed, June 12, 1964; 

8:45 a.m.] 


CIVIL AERONAUTICS BOARD 

I Docket Nob. 12307.14228; Order E-20909] 

CORDOVA AIRLINES, INC. 

Order Amending Previous Exemption 
Orders 

Adopted by the Civil Aeronautics 
Board at its office in Washington, D.C., 
on the 9th day of June 1964. 

Application of Cordova Airlines, Inc., 
for amendment of exemption authority 
granted pursuant to Order E-17234, July 
27, 1961, Docket 12307; application of 
Cordova Airlines, Inc., for amendment of 
exemption authority granted pursuant to 
Order E-19478, April 9, 1963, Docket 
14228. 

By application filed April 1, 1964, Cor¬ 
dova Airlines. Inc. (Cordova) requests 
that its route exemption authority to 
Provide scheduled air transportation of 
Persons and property between the termi¬ 
nal point Anchorage and the intermedi¬ 
ate points Soldotna, Kasilof, Ninilchik, 
Seldovia, and the terminal point Port 
Oraham, all in Alaska, which was granted 
Pursuant to Order EM7234, July 27,1961, 
he amended so as to make the route eli- 
* or sul) sidy pursuant to section 406 
or the Federal Aviation Act of 1958, as 
amended (Act), and to permit the use of 

n -raft exceeding 12,500 pounds gross 
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take-off weight. 1 Cordova also requests 
that Order E-19478, April 9, 1963, which 
by exemption authorizes Cordova to pro¬ 
vide scheduled air transportation of per¬ 
sons, property and mail between the 
terminal point Homer and the terminal 
point Port Graham, via the intermediate 
points Halibut Cove, Red Mountain, 
Seldovia, and English Bay, all in Alaska, 
be amended so as to make the route 
eligible for subsidy pursuant to section 
406 of the Act, and to permit the carrier 
to conduct charter and contract opera¬ 
tions to and from the points named on 
this route as if Cordova were authorized 
to serve the route by a certificate of pub¬ 
lic convenience and necessity. 8 The ex¬ 
emption authority granted by both orders 
remains effective until 90 days after final 
determination on Cordova's application 
for certificate authority on these routes. 0 

In support of its application for 
amendment of the above orders, Cordova 
alleges, inter alia, that the Alaskan 
earthquake has created an unparalleled 
transportation emergency; that, with the 
exception of scheduled service to Homer 
and Kenai, Cordova provides the only 
scheduled air transportation service to 
the Kenai Peninsula of Alaska; that the 
surface roads and bridges have been de¬ 
stroyed or rendered unusable by the 
earthquake and that water transporta¬ 
tion has been severely reduced by the loss 
of ships and dock facilities caused by 
tidal wave damage resulting from the 
earthquake. Cordova states that the 
points in question have always been iso¬ 
lated but that the earthquake has 
increased the isolation and that air 
transportation is the only available 
transportation service remaining. It 
further alleges that, because the earth¬ 
quake has caused a chaotic financial 
situation in Alaska, there is no way of 
estimating the costs of providing services 
under present conditions. For this rea¬ 
son, and because Cordova cannot and 
should not be expected to undertake 
large-scale emergency operations en¬ 
tirely at its own risk, the applicant re¬ 
quests that the points served pursuant to 
the two Board orders granting exemption 
authority be made eligible for subsidy. 
Cordova contends that unless immediate 
subsidy eligibility is granted it may be 
forced to terminate the operation. 

Cordova states that its operations on 
the Kenai route show that it has per¬ 
formed an important and valuable serv¬ 
ice to isolated communities on the Kenai 
Peninsula, and that the substantial num¬ 
ber of passengers and volume of freight 
transported constitute a major portion of 
Cordova’s operations. According to the 


1 Ordering paragraph 1 of Order E-17234 
restricts Cordova to the use of aircraft having 
a maximum gross take-off weight of 12,500 
pounds. Order E-19478 extends the author¬ 
ity granted by Order E-17234 until 90 days 
after final determination of Cordova’s appli¬ 
cation in Docket 14389. 

* In Order E-19893. August 9.1963. we made 
clear that Order E-19478 did not contemplate 
that Cordova could undertake charter, con¬ 
tract or special services. 

* Ordering paragraphs 3 and 4 of Order 
E-19478; Cordova has applied for such au¬ 
thority in Docket 14389. 
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applicant’s traffic figures there has been 
a substantial need for scheduled air 
service between the points authorized in 
the exemption orders and Cordova has 
been satisfying this need. Moreover, 
Cordova alleges, this need has been 
greatly increased because of the earth¬ 
quake. 

In support of the amendment re¬ 
quested to Order E-19478 to permit the 
operation of charter and contract serv¬ 
ices, Cordova alleges that the air taxi op¬ 
erators on the Kenai Peninsula do not 
have adequate equipment to perform 
necessary charter and contract services. 
The applicant alleges that it has received 
a large number of requests for charter 
services, particularly at Homer, to over¬ 
water points; and that the air taxi op¬ 
erators in ttfc market do not have air¬ 
craft equipped with pontoons for land¬ 
ing on water. For this reason Cordova 
states that they cannot serve many of 
the points that are now requesting 
charter services and that Cordova is 
ready, willing and able to employ twin- 
engine amphibious Widgeons to provide 
the service requested. The applicant 
also requests that it be permitted to use 
aircraft having a gross take-off weight 
in excess of 12,500 pounds for the serv¬ 
ices provided pursuant to Order E-17234 
in order that it may be able to use the 
most suitable aircraft in serving such 
points. 

Communications in support of Cor¬ 
dova’s applications have been filed with 
the Board by the Soldotna Chamber of 
Commerce, the Soldotna City Council, 
the Homer City Council, the Ninilchik 
Chamber of Commerce, the Ninilchik 
General Store and Garage. Ursin Sea 
Foods of Anchorage, and Mr. Lou Col¬ 
lier, a Seldovia City Councilman. 

Answers and communications in op¬ 
position to the applications have been 
filed by the Alaskan Independent Air 
Carriers Association and various non- 
certificated operators, including Homer 
Air Service. Sky Van Airways, and Cook 
Inlet Aviation, Inc. (Cook Inlet). 4 * * * The 
principal argument advanced by these 
parties is that the air taxi operators and 
independent air carriers of Alaska are 
ready, willing and able to provide the 
proposed service without subsidy and 
that the grant of subsidy to Cordova for 
the exemption routes in question would 
adversely affect the well-being of air 
taxi operators, as well as independent air 
carriers, serving the Kenai Peninsula. 
They also maintain that the air trans¬ 
portation needs of the area are being ade¬ 
quately served at this time by the air 
taxi operators. Cook Inlet alleges that 
the Kenai Peninsula area is no more 
isolated now than it was prior to the 
earthquake. It states that it is not 
aware of a serious deterioration of sur¬ 
face transportation and that water 
transportation did not deteriorate at all. 
Furthermore, Cook Inlet alleges that 
Cordova’s financial results in serving the 
Kenai area do not indicate that subsidy 


4 Homer Air Service and Cook Inlet Avia¬ 

tion. Inc,, are Alaskan air taxi operators; Sky 

Van Airways is a Part 45 air carrier based at 

Seattle, Washington. 
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is required. It disputes Cordova's con¬ 
tention that certain points in the area 
can only be served by amphibious air¬ 
craft. 

In Order E-17234, July 27, 1961, we 
denied subsidy eligibility to Cordova for 
the exemption route authorization 
granted therein. This departure from 
our usual practice of permitting both the 
certificate and exemption routes of an 
air carrier to be eligible for subsidy re¬ 
sulted from the fact that Cordova had 
acquired the exemption route here in 
question from an air carrier which was 
not eligible for, and did not receive, sub¬ 
sidy for similar operations. In that order 
we stated that it would be “unsound 
policy for the Board, in the absence of 
compelling and unusual circumstances, 
to convert an authorization awarded on a 
nonsubsidy basis to a subsidy basis with¬ 
out a full evidentiary hearing and thus 
without any real opportunity to ascertain 
the extent of the obligation to which the 
Government might be committed." The 
companion route exemption authority 
granted by Order E-19478, April 9, 1963, 
was also made ineligible for subsidy. 

In our judgment, the Alaska earth¬ 
quake has created "compelling and un¬ 
usual circumstances" warranting the 
grant of immediate relief to the carrier. 
Cordova's traffic data a indicate that it is 
providing needed scheduled air transpor¬ 
tation services in the Kenai area. The 
applicant provides the only scheduled air 
service to Soldotna, Kasilof, Ninilchik, 
Seldovia, Port Graham, Red Mountain, 
Halibut Cove and English Bay. Cordova 
alleges that the Alaska earthquake has 
caused the area to become more isolated 
and therefore in greater need of air 
transportation; and that "unless im¬ 
mediate subsidy eligibility is granted 
Cordova may be forced to terminate this 
service." Cordova's allegations with re¬ 
spect to the need for services are sup¬ 
ported by various civic interests in the 
area. We recognize that various com¬ 
peting carriers deny that the Kenai area 
has become isolated because of the earth¬ 
quake and contest generally the need for 
Cordova’s services to the peninsula. A 
definitive resolution of all of the con¬ 
tested issues may have to await our final 
determination after a hearing upon 
Cordova's certificate application. How¬ 
ever, on the basis of the pleadings before 
us and taking judicial notice of the wide¬ 
spread disruption and dislocations caused 
by the Alaska earthquake, as well as 
Cordova's financial distress, we find for 
the purposes of the instant application 
that a cessation of Cordova’s services to 
the peninsula at the present time would 
be adverse to the public interest. In view 
of the danger that Cordova will not be 
able to continue its present services with¬ 
out financial assistance, we will provide 
for subsidy eligibility for operations over 
the exemption routes in question. 0 


B Cordova alleges that it transported 7,783 
passengers and 200,741 pounds of freight be¬ 
tween Anchorage and Seldovia for the year 
ended July 31, 1963: and 1,195 passengers 
between Homer and Seldovia in May-July 
1963. 

« We do not of course make any final deter¬ 
mination at this time as to the amount of 
Cordova’s need, if any, for subsidy to operate 
the routes in question. 


For the same reasons, and in order to 
permit Cordova to operate with greater 
flexibility we will also amend Order E- 
19478, April 9,1963, to authorize Cordova 
to conduct charter trips and special serv¬ 
ices for the route granted by exemption 
therein. However, in order to protect 
the air taxi operators in this market, we 
will not permit Cordova to conduct such 
charter trips and special services with 
aircraft of less than 12,500 pounds maxi¬ 
mum gross take-off weight. Cordova 
shall comply with section 292.8 as if it 
served the said route pursuant to a cer¬ 
tificate of public convenience and neces¬ 
sity. Similarly, we will amend Order 
E-17234, July 27, 1961, to permit the use 
of aircraft of more than 12,500 pounds 
maximum gross take-off weight for the 
routes granted by exemption therein. 
These amendments shall also have a 
duration of one year from the date of 
service of this order. 

We note that Cordova has held the 
basic exemption authority in question 
since 1961. Clearly, it would be undesir¬ 
able to permit Cordova to operate these 
routes indefinitely on an exemption basis. 
This is particularly true where, as here, 
various parties have long contended that 
there is no need for Cordova’s service and 
their allegations have never been exposed 
to the hearing process. Consequently, 
we will, in the near future, institute a 
proceeding to determine whether any air 
carrier should receive a certificate of 
public convenience and necessity to oper¬ 
ate to the points now being served by 
Cordova by exemption, and whether such 
routes should be made eligible for sub¬ 
sidy. 7 

In view of the foregoing, we find that 
the enforcement of the provisions of 
section 401 insofar as they would other¬ 
wise prevent Cordova from engaging in 
the air transportation authorized herein, 
would be an undue burden on the carrier 
by reason of the unusual circumstances 
affecting its operations, and would not be 
in the public interest. 

Accordingly , it is ordered : 

1. That notwithstanding ordering 
paragraph 1 of Order E-17234, July 27, 
1961, Cordova may, for the operations 
authorized by such order, utilize aircraft 
in excess of 12,500 pounds gross take-off 
weight for a period of one year from the 
date of service of this order; 

2. That notwithstanding ordering 
paragraphs 1 and 2 of Order E-17234, 
July 27. 1961, as extended by Order E- 
19478, the operations authorized by the 
said order shall be eligible for Federal 
subsidy under section 406 of the Act for 
a period of one year from the date of 
service of this order; 

3. That notwithstanding ordering 
paragraphs 1 and 2 of Order El-19478, 
April 9, 1963, the operations authorized 
by the said order shall be eligible for 
Federal subsidy under section 406 of the 
Act for a period of one year from the date 
of service of this order; 

4. That notwithstanding Order E- 
19478, April 9, 1963, and Order E-19893, 
August 9. 1963, Cordova may operate 
charter trips and special services as if 


i This proceeding will Include Cordova’s 
route application In Docket 14389. 


the route were operated pursuant to a 
certificate of public convenience and 
necessity for a period of one year from 
the date of service of this order; and 
that, as so operated, Cordova shall not 
utilize aircraft of a maximum gross take¬ 
off weight of less than 12,500 pounds and 
shall comply with the requirements of 
section 292.8 of the Board's Economic 
Regulations; 

5. That this order may be amended or 
revoked at any time in the discretion of 
the Board without hearing; and 

6. That a copy of this order be pub¬ 
lished in the Federal Register. 

By the Civil Aeronautics Board. 

[seal! Harold R. Sanderson, 

Secretary. 

[F.R. Doc. 64-5898: Filed, June 12, 1964; 

8:49 a.mj 


FEDERAL AVIATION AGENCY 

iOE Docket 64-SW-3] 

SOUTHWEST REPUBLIC CORP. 


Determination of No Hazard to Air 
Navigation 


The Federal Aviation Agency circular¬ 
ized the following proposal for aeronau¬ 
tical comment and has conducted an 
aeronautical study (SW-OE-6290) to de¬ 
termine its effect upon the safe and 
efficient utilization of the navigable air¬ 
space. 

The Southwest Republic Corporation, 
Austin, Texas, proposed to construct a 
television antenna structure near Austin. 
Texas, at latitude 30 ,, 19'33'' north, longi¬ 
tude 97°47'58" west. The overall height 
of the structure would be 2049 feet above 
mean sea level (1199 feet above ground). 

The structure would exceed the stand¬ 
ards for determining hazards to air 
navigation as defined in § 77.23(a) (2) of 
the Federal Aviation Regulations by 999 
feet since it would be more than 200 feet 
above ground within the boundaries of 
an airway. 

The aeronautical study disclosed that 
the structure would be located approx¬ 
imately 1.2 miles from an existing struc¬ 
ture of equal height. It would have no 
greater effect upon aeronautical proce¬ 
dures or operations than the existing 
structure which is the controlling ob¬ 
struction for aeronautical operations m 


this area. 

The collocation of these structures m 
the antenna farm area concept is con¬ 
sistent with the Agency’s policy as ex¬ 
pressed in § 77.81 of the FAR. Althoug 
this is not a proposal for an a nte ™l 
farm area this arrangement minimizes 
the effect of structures of this type upon 


aeronautical operations. , t 

Based on the aeronautical study, 
s the finding of the Agency that the pro- 
x>sed structure would have . 

»tantial adverse effect upon aeronauttcai 
aerations, procedures or minimum ffioW 

Therefore, pursuant to the 
ielegated to me by the AdmlnM « 

(§ 77.37 INewl), It is found that the P 
^osed structure would have no * ‘ 
;ial adverse effect upon the safe * 
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ficient utilization of navigable airspace 
and it is hereby determined that the pro¬ 
posed structure would not be a hazard to 
air navigation provided that it is obstruc¬ 
tion marked and lighted in accordance 
with Agency standards. 

This determination is effective and 
will become final 30 days after the date 
of issuance unless an appeal is filed un¬ 
der § 77.39 [New] (27 Fit. 10352). If 
the appeal is denied, the determination 
will then become final as of the date of 
the denial or 30 days after the issuance 
of the determination, whichever is later. 
Unless otherwise revised or terminated, 
a final determination hereunder will ex¬ 
pire 18 months after its effective date or 
upon earlier abandonment of the con¬ 
struction proposal (§77.41 [New]). 

Issued in Washington, D.C., on June 

5,1964. 

Ralph H. Fletcher, 

Acting Chief , 

Obstruction Evaluation Branch. 

[Pit. Doc. 64-5861; Filed, June 12, 1964; 
8:46 a.m.) 


I OE Docket 64-SO-4] 

WKY TELEVISION SYSTEM, INC. 

Determination of Hazard to Air 
Navigation 

The Federal Aviation Agency has cir¬ 
cularized the following proposal for aero¬ 
nautical comment and has conducted a 
study SO-OE-3185) to determine its 
effect upon the safe and efficient utiliza¬ 
tion of navigable airspace. 

WKY Television System. Inc., WTVT- 
TV, Tampa, Florida, proposes to con¬ 
struct a television antenna structure 
approximately 4.3 miles northeast of 
Balm. Florida, at latitude 27°49'09" 
north, longitude 82°14'26” west. The 
overall height of the proposed struc¬ 
ture would be 1449 feet above mean sea 
level < 1363 feet above ground). 

A similar proposal for a tower 1649 
leet above mean sea level (1563 feet above 
ground) at the above site was consid- 
in A€ r °nautical Study No. SO-OE- 
9. As a result of the study, a de¬ 
termination of hazard was issued in OE 
docket No. 63-SO-8 on August 23, 1963. 

The proposed structure would be lo¬ 
cated approximately 1.9 miles southeast 
iS existing television antenna struc¬ 
ture having an overall height of 1135 feet 
w Q '^.? le A a 5 l sea level, 15.4 miles east of 
‘ ^ Force Base * and 18.5 miles 
Airport °* the Lakeland * Florida, 

mJL W ?? ld also he located within five 
rw L°Y W0 a PP rov ed off-airway air car- 
ar l P ut ^ sand would exceed the stand- 
(iet€nnin big hazards to air nav- 
in 5 77.23(a) (3) of 

pliw) Aviatlon Regulations as ap . 

Phed to these routes. 

the *fAn P1 °i Posed structure would require 
sch^h ° W ! ng changes in currently pre- 
mmimuia *Ugin altitudes in or- 
clear/ prov l d e minimum obstruction 

aSv C ^ altltudes In accordance with 

agency standards: 

2 inn^ Wou * d require an increase from 
00 feet to 2400 feet in the minimum 

No. lie— Ft. I_5 


en route altitude on approved off-airway 
direct route between the Tampa, Florida 
nondirectional radio beacon and the West 
Palm Beach, Florida, nondirection radio 
beacon. 

2. It would require an increase from 
1600 feet to 2400 feet in the minimum en 
route altitude on approved off-airway di¬ 
rect route between the Sarasota, Florida, 
VOR and the Lakeland, Florida, VOR. 

3. It would require an increase from 
1600 feet to 1900 feet in the procedure 
turn altitude for standard instrument 
approach procedure AL-939-VORr-RWY- 
4 for Lakeland, Florida. 

4. It would require an increase from 
1500 feet to 1700 feet in the procedure 
turn altitude for standard instrument 
approach procedure AL-416-ADF-2 for 
Tampa International Airport. 

5. It would generally require an in¬ 
crease from 1500 feet to 2400 feet In the 
minimum radar vectoring altitude with¬ 
in three miles of the site and from 1500 
to 1900 feet within three to five miles of 
the site. A minimum radar vectoring 
altitude of 2100 feet is presently required 
just northwest of the site because of the 
existing 1135-foot tower. 

The above changes in IFR operations 
which would be required to accommodate 
the proposed structure would not be sub¬ 
stantial in nature, since infrequent use is 
made of the altitudes affected. 

The aeronautical study conducted un¬ 
der Study No. SO-OE-1969 as well as the 
current study disclosed that there is a 
heavy volume of flight operations con¬ 
ducted in the Tampa/St. Petersburg ter¬ 
minal area. There are approximately 
370,000 such operations each year of 
which the greater portion are itinerant 
operations conducted by general avia¬ 
tion aircraft. 

The MacDill A.F.B. Special Notice pub¬ 
lished in the Airman’s Guide cautions 
airmen of heavy low level jet traffic oper¬ 
ating between MacDill A.F.B. and the 
Avon Park Bomb and Gunnery Range, 
R-2901. Although the Air Force air¬ 
craft operate at altitudes which would 
not be affected by the proposed struc¬ 
ture, the volume of traffic involve d wo uld 
tend to confine general aviation VFR ac¬ 
tivity to the lower altitudes. 

As disclosed on the earlier determina¬ 
tion, the low, flat character of the ter¬ 
rain in this area and on the Florida 
peninsula favors low altitude flight 
operations. The low winter stratus cloud 
conditions and frequent thunderstorm 
and broken to overcast cumulus cloud 
formations in the nonwinter months 
further restrict such flights to low alti¬ 
tudes. 

Based upon the aeronautical study, it 
is the finding of the Agency that the pro¬ 
posed structure would create an unsafe 
obstruction to low altitude VFR opera¬ 
tions in the Tampa/St. Petersburg termi¬ 
nal area. 

Therefore, pursuant to the authority 
delegated to me by the Administrator 
(§ 77.37 [New]), it is found that the pro¬ 
posed structure would have a substantial 
adverse effect upon the safe and effi¬ 
cient utilization of navigable airspace, 
and it is hereby determined that the pro¬ 
posed structure would be a hazard to air 
navigation. 


This determination is effective and will 
become final 30 days after the date of 
issuance unless an appeal is filed under 
§ 77.39 [New] (27 F.R. 10352). If the 
appeal is denied, the determination will 
then become final as of the date of the 
denial or 30 days after the issuance of 
the determination, whichever is later. 

Issued in Washington, D.C., on June 4, 
1964. 

Ralph H. Fletcher, 

Acting Chief , 

Obstruction Evaluation Branch. 

[F.R. Doc. 64-5862; Filed, June 12. 1964; 
8:47 ajn.J 

FEDERAL COMMUNICATIONS 
COMMISSION 

[Docket Nos. 15312-15315; FCC 64M-515J 

ALL-FLORIDA COMMUNICATIONS 
CO. ET AL. 

Order Continuing Hearing 

In re applications of Alan H. Rosenson, 
d/b as All-Florida Communications 
Company, Docket No. 15312, File No. 
2437-C2-MP-63, for modification of a 
construction permit for station KIN645 
in the Domestic Public Land Mobile 
Radio Service at Miami, Florida; Benja¬ 
min Cutler, Docket No. 15313, File No. 
3320-C2-P-63, for a construction permit 
in the Domestic Public Land Mobile 
Radio Service at Miami, Florida; Abe 
Schonfeld, d/b as Tel-Car, Docket No. 
15314, File No. 3536-C2-P-63, for a con¬ 
struction permit for station KIB527 in 
the Domestic Public Land Mobile Radio 
Service at Miami, Florida; Professional 
Radio Service Corporation. Docket No. 
15315, File No. 5080-C2-P-63, for a con¬ 
struction permit in the Domestic Public 
Land Mobile Radio Service at Miami, 
Florida. 

It is ordered , This 8th day of June 
1964, that a further hearing will be held 
in the above-captioned proceeding on 
June 30, 1964, at 2:30 p.m. in the Com¬ 
mission’s offices, Washington, D.C. 

Released: June 9,1964. 

Federal Communications 
Commission, 

[seal] Ben F. Waple, 

Secretary. 

[FK Doc. 64-5887; Filed, June 12. 1964; 
8:49 a.m.[ 


[Docket No. 14832; FCC 64M-522] 

BIGBEE BROADCASTING CO. 

Order Continuing Hearing 

In re application of Paul D. Nichols, 
William C. Reid, and Houston L. Pearce 
d/b as Bigbee Broadcasting Co., De- 
mopolis, Alabama, Docket No. 14832, 
File No. BP-13976, for construction per¬ 
mit. 

Upon oral request of counsel for De- 
mopolis Broadcasting Company, Inc., 
respondent in the above-entitled matter, 
and with the consent of the other parties: 
It is ordered , This 9th day of June 1964, 
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NOTICES 


that the prehearing conference pres¬ 
ently scheduled to be held on June 11, 
1964. at 2:00 p.m., be, and the same is, 
hereby continued to June 19, 1964, at 
2:00 p.m. 

Released: June 10, 1964. 

Federal Communications 
Commission, 

[seal] Ben F. Waple, 

Secretary. 

[F.R. Doc. 64-5888; Filed. June 12, 1964; 
8:49 a.m.l 


I Docket Nos. 15303, 15304; FCC 64M-523J 

CASCADE BROADCASTING CO. AND 

SUNSET BROADCASTING CO. 

(KNDX-FM) 

Order Continuing Hearing 

In re applications of Cascade Broad¬ 
casting Company, Yakima, Washington, 
Docket No. 15303, File No. BPH-4072; 
David Zander Pugsley tr/as Sunset 
Broadcasting Company (KNDX-FM) 
Yakima, Washington, Docket No. 15304, 
File No. BPH-4180; for construction 
permits. 

The Hearing Examiner having under 
consideration the desirability of post¬ 
poning the date for commencement of 
hearing; 

It appearing, That requests for rule 
making have been filed which may obvi¬ 
ate the necessity of a hearing so that 
it would be futile to proceed with a 
hearing on the currently scheduled date 
of June 11; 

It is ordered, This 10th day of June 
1964, that the commencement of hearing 
is continued from June 11, 1964, to July 
16, 1964. 

Released: June 10. 1964. 

Federal Communications 
Commission, 

[seal] Ben F. Waple, 

Secretary . 

(F.R. Doc. 64-5889; Filed, June 12, 1964; 
8:49 a.m.] 


(Docket Noe. 12865, 12866; FCC 64M-516] 

CHRONICLE PUBLISHING CO. (KRON- 
TV) AND AMERICAN BROAD¬ 
CASTING-PARAMOUNT THEATRES, 
INC. (KGO-TV) 

Memorandum Opinion and Order 
Continuing Prehearing Conference 

In re applications of Chronicle Pub¬ 
lishing Company (KRON-TV). San 
Francisco, California, Docket No. 12865, 
File No. BPCT-2168; American Broad¬ 
casting-Paramount Theatres, Inc. 
(KGO-TV), San Francisco, California, 
Docket No. 12866, File No. BPCT-2401; 
for construction permits. 

1. The Federal Aviation Agency has 
recently entered orders in two of its 
proceedings relating to the applicants 
herein 1 which may conceivably have 


1 American Broadcasting-Paramount) The¬ 
atres, Inc., KGO-TV, 29 F.R. 7296; Chronicle 
Publishing Company (KRON-TV), 29 FB. 
7298. 


some bearing on certain aspects of the 
instant proceeding. 

2. It is deemed appropriate that in 
light of the Federal Aviation Agency’s 
decisions that time should be accorded 
the parties herein to study said decisions 
prior to a further prehearing conference. 

3. Therefore, the date now scheduled 
for the prehearing conference should be 
deferred for a reasonable period of time. 

Accordingly, it is ordered . This 8th day 
of June 1964, that the prehearing con¬ 
ference herein now scheduled for June 
16,1964, is cancelled; and. that a further 
prehearing conference is hereby sched¬ 
uled for June 29. 1964, 10:00 a.m., in the 
Commission’s Offices, Washington, D.C. 

Released: June 9.1964. 

Federal Communications 
Commission, 

[seal] Ben F. Waple, 

Secretary . 

(F.R. Doc. 64-5890; Filed, June 12. 1964; 
8:49 a.m. j 

(Docket Nos. 15485, 15486; FCC G4M-525] 

DIRIGO BROADCASTING, INC., AND 
DOWNEAST TELEVISION, INC. 

Order Scheduling Prehearing 
Conference 

In re applications of Dirigo Broadcast¬ 
ing, Inc., Bangor, Maine, Docket No. 
15485, File No. BPCT-2911; Downeast 
Television, Inc., Bangor, Maine, Docket 
No. 15486, File No. BPCT-2952; for a 
construction permit for new television 
broadcast station. 

On the Examiner’s own motion: It is 
ordered, This 9th day of June 1964, that 
the prehearing conference presently 
scheduled in the above-entitled matter 
for June 17, 1964, at 10:00 a.m., be, and 
the same is, hereby rescheduled for 9:00 
am. on the same date. 

Released: June 10,1964. 

Federal Com munications 
Commission, 

[seal] Ben F. Waple, 

Secretary . 

(FR. Doc. 64-5891; Filed, June 12, 1964; 
8:49 ajn.j 


(Docket No. 15496; FCC 64M-524] 

HI-DESERT MICROWAVE, INC. 

Order Scheduling Hearing 

In re applications of Hi-Desert Micro- 
wave, Inc., Docket No. 15496, File Nos. 
3740/3741/3742/3743-C1-P-63, 8/9-C1- 

Rr-63, for renew'al of facilities and for 
construction permits to establish new 
facilities in the Domestic Public Point- 
to-Point Microwave Radio Service. 

It is ordered, This 8th day of June 
1964, that Chester F. Naumowicz, Jr., 
shall serve as the presiding officer in the 
above-entitled proceeding; that the 
hearings therein shall commence at 
10:00 a.m. on July 27, 1964; and that a 
prehearing conference shall be convened 
at 9:00 am. on July 7, 1964: and it is 
further ordered , That all proceedings 


shall be held in the offices of the Com 
mission, Washington, D.C. 

Released: June 10, 1964. 

Federal Communications 
Commission. 

[seal] Ben F. Waple, 

Secretary. 

[FJEl. Doc. 64-5892; Filed. June 12. 1964; 
8:49 a.m.( 


(Docket No. 14611; FCC 64M-517) 

PROGRESS BROADCASTING CORP. 
(WHOM) 

Memorandum Opinion and Order 
Continuing Hearing 

In re application of Progress Broad¬ 
casting Corporation (WHOM), New 
York, New York, Docket No. 14611, File 
No. BP-13915; for construction permit. 

1. The applicant filed on May 1, 1964, 
its petition to postpone date for ex¬ 
change of exhibits and commencement 
of healing. It also requested oral argu¬ 
ment on said petition. 

2. Oral argument was heard on June 8. 
1964, after having been continued be¬ 
cause of certain circumstances: and. as 
a result thereof, the petition should be 
dismissed as moot. 

3. On May 11, 1964, the Commission’s 
Broadcast Bureau filed its petition to 
dismiss the Progress application for fail¬ 
ure to prosecute. Opposition to the pe¬ 
tition to dismiss was filed by Progress on 
May 21. 1964. 

4. At the oral argument referred to 
above, counsel for all parties were In ac¬ 
cord that this matter should be held in 
abeyance without setting a hearing date 
pending final disposition by the Review 
Board of said petition to dismiss. 

5. It is established that good cause 
exists why the hearing herein should be 
continued without date. 

Accordingly, it is ordered , This 9tn 
day of June 1964, that the applicants 
petition to postpone date for exchange 
of exhibits and commencement of hear¬ 
ing be and the same is dismissed as moot. 

It is further ordered. That because of 
the pendency of the Broadcast Bureau's 
petition to dismiss for failure to prose¬ 
cute, the healing herein is continued 
without date. 

Released: June 9, 1964. 

Federal Communications 
Commission, 

Iseal] Ben F. Waple, 

Secretary. 

(F.R. Doc. 64-5893: Filed. June 12. 1^4: 
8:49 ajn.l 


(Docket Nos. 14909.14910; FCC 64M-509) 

iOUTHERN RADIO AND TELEVISION 
CO. AND ROBERT HECKSHER 
(WMYR) 

Statement and Order After Prehe^ 1 " 9 
Conference 

In re application of Southern 

Tp ipvisirm Co. Lehigh Acres. Florida, 
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Docket No. 14909. File No. BP-14297; 
Robert Hecksher (WMYR). Fort Myers. 
Florida, Docket No. 14910, File No. BP- 
14378; for construction permit. 

At a prehearing conference on June 5, 
1964, on the remand, among other things 
procedural dates were scheduled as 
follows: 

Applicant Southern Radio to furnish Its 
written direct case by July 20, 1964. 

Receipt of notification of witnesses de¬ 
sired for crass -examination by July 27, 1964. 

Further prehearing conference Wednesday, 
julv 29, 1964, at 9 ajn. 

Hearing Wednesday, Sept. 9, 1964, at 10 
a.m. 

It is understood that if indicated and 
the schedules of counsel and the Hearing 
Examiner permit, the conference and 
hearing dates may be canceled or 

accelerated. 

So ordered , This 8th day of June 1964. 
Released: June 8, 1964. 

Federal Communications 
Commission, 

[seal] Ben F. Waple, 

Secretary. 

(PR. Doc. 64-5894; Filed, June 12, 1964; 
8:49 ajn.] 


(Docket Nos. 15449,15450; FCC 64M-518] 

SPRINGFIELD TELECASTING CO. AND 
MIDWEST TELEVISION, INC. 

Order Following Prehearing 
Conference 


In re applications of Springfield Tele¬ 
casting Co.. Springfield, Illinois, Docket 
No. 15449. File No. BPCT-2838; Midwest 
Television, Inc., Springfield. Illinois, 
Docket No. 15450, File No. BPCT-2846; 
for construction permits for new tele¬ 
vision broadcast stations. 

A prehearing conference having been 
held on June 8, 1964, and it appearing 
that certain agreements were reached 
therein which should be formalized by 
order; 

It is ordered , This 8th day of June 

1964, that: 

^ Proposed exhibits of Springfield 
telecasting Company pertaining to Is- 

« iq 1 anc * 3 exchanged by July 

o, 1964; 


*2) Notification as to those of app 
cant Springfield’s witnesses required j 

B^H Cxanilnat: * on th e hearing in cc 
nectton with Issues 1 and 3 shall be giv 

< £u nsel by Ju) y 16. 1964; and 
rhe hearing heretofore schedul 
» wamence on July 15. 1964. is po 
Jul y 21. 1964, at 10:00 a.m.. 

toeton C d c f thC Commlsslon at Was 


Released: June 9, 1964. 


[seal] 
• p h. Doc. 


Federal Communications 
Commission, 

Ben F. Waple, 

Secretary. 

64-5895; Filed, June 12, 1964; 
8:49 a.m.) 


(Docket Nos. 15434.15435; FCC 64M-521] 

WENY, INC., AND ELMIRA HEIGHTS- 
HORSEHEADS BROADCASTING CO. 

Order Continuing Hearing 

In re applications of WENY, Inc., 
Elmira, New York, Docket No. 15434, File 
No. BPH-4259; Frank P. Saia, Emmagene 
Swezey Saia, and Anthony P. Saia, d/b 
as Elmira Heights-Horseheads Broad¬ 
casting Company, Elmira, New* York, 
Docket No. 15435, File No. BPH-4261; 
for construction permits. 

To formalize the agreements and rul¬ 
ings made on the record at a prehear¬ 
ing conference held on June 9, 1964, in 
the above-entitled matter concerning the 
future conduct of this proceeding; 

It is ordered , This 9th day of June 
1964, that: 

Exchange of exhibits is scheduled for July 
28.1964; 

Notification of Witnesses is scheduled for 
September 1,1964; and 

Hearing presently scheduled for July 13, 
1964, Is rescheduled for September 9, 1964. 

Released: June 10,1964. 

Federal Com munications 
Commission, 

[seal] Ben F. Waple, 

Secretary. 

(F.R. Doc. 64-5896; Filed, June 12, 1964; 
8:49 am.] 


[Docket No. 15373; FCC 64R-320] 

WHITNEY TELEPHONE ANSWERING 
SERVICE 

Memorandum Opinion and Order 
Amending Issues 

In re application of Helen J. Monaco, 
d/b as Whitney Telephone Answering 
Service, Docket No. 15373, File No. 4028- 
C2-P-63, for a construction permit to 
establish new facilities in the Domestic 
Public Land Mobile Radio Service at 
Hamden, Connecticut. 

1. Connecticut Radio Foundation, Inc. 
(Connecticut Radio). licensee of Station 
KCC479, New Haven, Connecticut, and 
party to the above-entitled proceeding, 
requests an enlargement of issues to in¬ 
quire into whether the applicant’s pro¬ 
posed station would interfere with the op¬ 
eration of Station KED349, Somers. New 
York/ Connecticut Radio contends that, 
since the applicant proposes to use the 
same base station frequency (152.12 mcs.) 
as that utilized by KED349, the appli¬ 
cant's proposed station would cause in¬ 
terference to KED349 within its 37 dbu 
contour. The allegation is supported by 


1 The Review Board has under considera¬ 
tion (a) a motion to enlarge issues filed April 
2, 1964, by Connecticut Radio Foundation, 
Inc., New Haven, Conn.; (b) an opposition 
filed April 10. 1964, by Helen J. Monaco, d/b 
as Whitney Telephone Answering Service; 
and (c) a reply of Connecticut Radio Founda¬ 
tion, Inc., filed April 20, 1964. The Com¬ 
mon Carrier Bureau filed no responsive plead¬ 
ing. 


an affidavit of Connecticut Radio’s en¬ 
gineering consultant. Petitioner urges 
that the burden of proof should be placed 
upon the applicant. 

2. In opposition, Helen J. Monaco 
(Monaco) argues that the petition is de¬ 
fective because it is not supported by an 
affidavit of a person, or persons, having 
personal knowledge of the factual al¬ 
legations therein. Monaco alleges that, 
although the engineer’s statement pur¬ 
ports to rely upon facts stated in the 
application and in the station file of 
Station KED349, the facts relied upon 
are in er^or in a number of respects and 
other material and relevant facts con¬ 
tained in such files are ignored, and 
that, these errors, coupled with a mis¬ 
application of the Boese Report, 8 result 
in the erroneous conclusion that the 
proposed Monaco station near Hamden, 
Connecticut, will cause harmful co-chan¬ 
nel interference within the 37 dbu con¬ 
tour of Station KED349 at Somers, New 
York. Monaco further alleges that 
neither the coordinates of the proposed 
station nor those for KED349 shown in 
the engineering.statement are in accord¬ 
ance with the coordinates as shown by 
the Commission files (however, Monaco 
does not furnish the correct coordi¬ 
nates) ; that the airline distance as cal¬ 
culated by Connecticut Radio is errone¬ 
ous; and that while the application shows 
the transmission line loss of the Monaco 
station as 1.6 db, Connecticut Radio cal¬ 
culates the line loss as 1.3 db. Monaco 
contends that profile and topographical 
data in the Station KED349 file shows 
that the effective base station antenna 
height for all directions toward the East, 
Including the Monaco station, is substan¬ 
tially below the average terrain height; 
that at a distance of approximately nine 
to ten miles from KED349, the terrain 
is about 450 feet above the effective an¬ 
tenna height of KED349; that these 
ridges have the effect of sharply re¬ 
ducing the limits of the actual service 
area of KED349 to line-of-sight distances 
at the top of the nearest higher ridge 
and would prevent harmful co-channel 
interference from the Monaco station to 
the service area of KED349; and that 
thus the theoretical signals from the 
Monaco station, which ignore the ter¬ 
rain factors, have no real meaning or 
relevance with respect to the predicted 
interference. 

3. In reply, Connecticut Radio con¬ 
tends that the preparation of its engi¬ 
neering affidavit is based on personal 
knowledge of information contained in 
the Commission’s files; that its engineer 
is prepared to document his application 
of the Boese Report; that any difference 
in geographical coordinates is minimal; 
and that, by its petition, Connecticut 
Radio has remedied its previous defect 
of failing to make factual allegation of 
interference to Station KED349. 

4. There are differences of opinion as 
to whether there will be interference be¬ 
tween the station proposed by Monaco 


* TJRR. Report No. 4.3.8. 
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NOTICES 


herein and Station KED349 at Somers, 
New York, and the manner in which this 
determination has been made. The Re¬ 
view Board finds that the petitioner has 
made a threshold showing of interfer¬ 
ence. However, the positive determina¬ 
tion of this question cannot be resolved 
by interlocutory pleadings and should 
be a matter to be considered after the 
introduction of evidence into the pro¬ 
ceeding herein. The motion to enlarge 
issues will therefore be granted. As to 
the allegation by Monaco of lack of per¬ 
sonal knowledge on the part of petitioner, 
it appears that such statement was made 
without complete examination of the in¬ 
formation available to the public (and 
Connecticut Radio) in the Commission’s 
files. 

Accordingly , it is ordered , This 8th day 
of June 1964, That the Motion to Enlarge 
Issues filed April 2. 1964, by Connecticut 
Radio Foundation, Inc., is granted; and 
the Commission’s Order of Designation 
(FCC 64-203), released March 13, 1964, 
is amended by the addition of the follow¬ 
ing issue: 

To determine the nature and extent 
of any interference which would exist be¬ 
tween the applicant’s proposed facili ties 
and the facilities of Station KED349, 
Somers, New York. 

Released: June 10,1964. 

Federal Communications 
Commission, 

[seal) Ben F. Waple, 

Secretary . 

(F.R. Doc. 64-6897; Filed. June 12, 1964; 

8:49 a.m.J 


FEDERAL POWER COMMISSION 

lDocket No. CP64-190] 

ALABAMA-TENNESSEE NATURAL 
GAS CO. 

Notice of Application 

June 8,1964. 

Take notice that on February 27, 1964, 
Alabama-Tennessee Natural Gas Com¬ 
pany (Applicant), P.O. Box 918, Florence, 
Alabama, filed in Docket No. CP64-190 
an application pursuant to section 7(c) 
of the Natural Gas Act for a certificate 
of public convenience and necessity au¬ 
thorizing the construction and operation 
of certain facilities and the sale and de¬ 
livery of additional volumes of natural 
gas to existing customers, all as more 
fully set forth in the application on file 
with the Commission and open to public 
inspection. 

Specifically, Applicant proposes to con¬ 
struct and operate approximately 6.5 
miles of 12-inch pipeline paralleling and 
looping Applicant’s existing mainline in 
Colbert County and approximately 2.2 
miles of 12-inch pipeline paralleling and 
looping Applicant’s existing Tennessee 
River crossing in Morgan and Limestone 
Counties, all in the State of Alabama. 
The proposed facilities will increase Ap¬ 
plicant’s daily system delivery capacity 
by 6,100 Mcf; Applicant’s presently au¬ 
thorized daily delivery capacity is 99,680 
Mcf. 


The application shows the total esti¬ 
mated cost of the proposed facilities to 
be $621,000, which cost will be financed 
by funds from internal sources and short¬ 
term bank loans. 

Applicant states that it will contract 
with Tennessee Gas Transmission Com¬ 
pany for the gas supply necessary to 
meet the proposed increased sales. 

This matter is one that should be dis¬ 
posed of as promptly as possible under 
the applicable rules and regulations and 
to that end: 

Take further notice that preliminary 
staff analysis has indicated that there 
are no problems which would warrant 
a recommendation that the Commis¬ 
sion designate this application for formal 
hearing before an examiner and that, 
pursuant to the authority contained in 
and subject to the jurisdiction conferred 
upon the Federal Power Commission by 
sections 7 and 15 of the Natural Gas 
Act, and the Commission’s rules of prac¬ 
tice and procedure, a hearing may be 
held without further notice before the 
Commission on this application provided 
no protest or petition to intervene is 
filed within the time required herein. 
Where a protest or petition for leave to 
intervene is timely filed, or where the 
Commission on its own motion believes 
that a formal hearing is required, fur¬ 
ther notice of such hearing will be duly 
given. 

Under the procedure herein provided 
for, unless otherwise advised, it will be 
unnecessary for Applicant to appear or 
be represented at the hearing. 

Protests or petitions to intervene may 
be filed with the Federal Power Com¬ 
mission, Washington, D.C., 20426, in ac¬ 
cordance with the rules of practice and 
procedure (18 CFR 1.8 or 1.10) on or 
before July 1, 1964. 

Joseph H. Gutride, 
Secretary. 

[F.R. Doc. 64-5864; Filed, June 12, 1964; 

8:47 a.m.[ 


[Project No. 2468] 

CONSUMERS POWER CO. 

Notice of Application for License 

June 8,1964. 

Public notice is hereby given that ap¬ 
plication has been filed under the Federal 
Power Act (16 U.S.C. 791a-825r) by Con¬ 
sumers Power Company (correspondence 
to: W. R. Boris. Secretary. Consumers 
Power Company, 212 West Michigan Ave¬ 
nue, Jackson. Michigan, 49201) for li¬ 
cense for constructed Project No. 2468, 
known as the Croton Plant, located on 
Muskegon River, in the County of 
Newaygo, Michigan. 

The project consists of: (1) A dam 
approximately 700 feet in length made 
up of a powerhouse, integral with the 
dam (length 147 feet), a gated spillway 
of hollow design (gross length about 242 
feet), and left and right bank earth en- 
bankments (combined length about 300 
feet) having a maximum height above 
the stream bed of approximately 51 feet; 
(2) a fish chute; (3) a 1,380-acre reser¬ 
voir known as Croton Pond (about 2,600 
acre-feet of usable storage from the 
drawdown usually limited to 2 feet— 


surface elevation 722.5); (4) a steel 
framed brick powerhouse on a concrete 
substructure containing two horizontal 
and two vertical units with a total capac¬ 
ity of 8,850 kw driven, respectively, by 
two horizontal turbines (8 runners ) with 
a combined capacity of 8,000 hp (at 39.5 
feet head) and two vertical turbines with 
a combined capacity of 3,460 hp (at 39 
feet head); (5) a 7.2 kv circuit connec¬ 
tion from the powerhouse to the low- 
side of the 7.2/46/138 kv transformer 
bank, a distance of about 700 feet; and 
appurtenant electrical and mechanical 
facilities. 

Protests or petitions to intervene may 
be filed with the Federal Power Commis¬ 
sion, Washington, D.C., 20426, in accord¬ 
ance with the rules of practice and pro¬ 
cedure of the Commission (18 CFR 1.8 or 
1.10). The last day upon which protests 
or petitions may be filed is July 28, 1964. 
The application is on file with the Com¬ 
mission for public inspection. 

Joseph H. Gutride, 
Secretary . 

[F.R. Doc. 64-5865; Filed, June 12, 1964; 

8:47 &Jn.] 


[Docket No. RP64-42J 

LONE STAR GAS CO. 

Notice of Proposed Changes in Rates 
and Charges 

June 8,1964. 

Take notice that on June 1. 1964, Lone 
Star Gas Company (Lone Star), ten¬ 
dered for filing proposed changes in its 
FPC Gas Tariff, Original Volume No. 1, 
to be effective as of January 1, 1964. 

The proposed changes reflect decreases 
in rates and charges in Lone Star’s Rate 
Schedule PL-1, to Natural Gas Pipeline 
Company of America, Lone Star’s sole 
jurisdictional customer, amounting to 
$9,399 annually, based upon sales for the 
12-month period ended September 30, 
1959, as adjusted. The reduced rates 
reflect the January 1, 1964, reductions in 
Federal income taxes for corporations 
from 52 percent to 50 percent. Lone 
Star requests that the notice require¬ 
ments of the Commission’s Regulations 
be waived so as to permit the proposed 
rate schedule to become effective as oi 
January 1, 1964. 

Copies of the proposed rates have been 
served by Lone Star upon its customer 
and interested state commissions. Com¬ 
ments may be filed on or before July A 
1964. 

Joseph H. Gutride. 

Secretary. 

[FJa. Doc. 64-5866; Filed, June 12, 19& 4 ; 

8:47 ajnJ 


[Docket Nos. CP63-12, CP63-13] 

MISSISSIPPI RIVER TRANSMISSION 
CORP. AND MISSISSIPPI RIVER FUEl 
CORP. 

Notice of Further Postponement of 
Hearing 

June 8,1964. 

Notice Is hereby given that the• hea "”J 
_matter 
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Saturday, June 13, 1964 

scheduled to resume on June 11, 1964, 
is hereby postponed until further notice. 

By direction of the Commission. 

Joseph H. Gutride, 
Secretary . 

IF.R. Doc. 64-5867; Filed, June 12, 1964; 
8:47 ajn.] 


(Docket No. CP64-232] 

natural gas pipeline company 

OF AMERICA 


Notice of Application 


June 8,1964. 


Take notice that on April 9, 1964, Nat¬ 
ural Gas Pipeline Company of America 
(Applicant), 122 South Michigan Ave¬ 
nue, Chicago, Illinois, 60603, filed an ap¬ 
plication at Docket No. CP64-232, pur¬ 
suant to section 7(c) of the Natural Gas 
Act for a certificate of public convenience 
and necessity authorizing the construc¬ 
tion and operation of a meter station 
and side tap connection on Applicant’s 
existing transmission facilities in Rock 
Island County, Illinois, to enable it to 
sell and deliver natural gas to Illinois 
Power Company, an existing customer of 
Applicant, for resale and local distribu¬ 
tion by Illinois Power Company, in the 
Villages of Reynolds and Sherrard and 
the unincorporated Community of Pre¬ 
emption, Illinois, all as more fully set 
forth in the application on file with the 
Commission and open to public 
inspection. 

Applicant estimates the cost of the 
proposed facilities to be $9,800, which 
cost will be met from funds on hand. 

Illinois Power Company proposes to 
serve the Villages of Reynolds and Sher¬ 
rard and the unincorporated Community 
of Preemption, Illinois from the quanti¬ 
ties of natural gas which Applicant has 
heretofore been authorized to sell and 
deliver to Illinois Power Company; and 
the sale and delivery by Applicant to 
Illinois Power Company will be made 
Pursuant to, and in accordance with. 
Natural Gas Pipeline Company of Amer¬ 
ica’s FPC Gas Tariff. 

This matter is one that should be dis¬ 
posed of as promptly as possible under 
the applicable rules and regulations and 
to that end: 


further notice that, preliminary 
analysis has indicated that there 
a re no problems which would warrant 
* 1 ^commendation that the Commission 
designate this application for formal 
nearing before an examiner and that, 
the authority contained in 
to the jurisdiction conferred 
Pon the Federal Power Commission by 
7 and 15 of Natural Gas Act, 
anri the Comm jssion’s rules of practice 
wifh pr . cx ; edure * a hearing may be held 
without further notice before the Com- 

nr<S°? 0n thls a PP Ji cation provided no 
** m on to intervene is filed 
fjfli the time required. Where a pro- 
H m , P e tition for leave to intervene is 
* y filed, or where the Commission on 
hcT.Hr» n ™ otlon believes that a formal 
sunh}? *5 re< l ulred * further notice of 
*** hearing will be duly gi/en. 


Under the procedure herein provided 
for, unless otherwise advised. It will be 
unnecessary for Applicant to appear or 
be represented at the hearing. 

Protests or petitions to intervene may 
be filed with the Federal Power Commis¬ 
sion, Washington, D.C., 20426, in ac¬ 
cordance with the rules of practice and 
procedure (18 CFR 1.8 or 1.10) on or be¬ 
fore June 29, 1964. 

Joseph H. Gutride, 

Secretary . 

(F.R. Doc. 64-5868; Filed, June 12. 1964; 

8:47 ajn.l 


[Project No. 17641 

PANAMINT SPRINGS RESORT 
Notice of Application for New License 
June 8, 1964. 

Public notice is hereby given that ap¬ 
plication has been filed under the Fed¬ 
eral Power Act (16 UJS.C. 791a-825r) by 
Panamint Springs Resort (correspond¬ 
ence to: Mr. Jack Vandelaar, Panamint 
Springs Resort, Lone Pine. California) 
for a new license for constructed Proj¬ 
ect No. 1764, located on the Darwin 
Wash. River at Lower Darwin Falls in 
Inyo County, California, and affecting 
lands of the United States. 

The project consists of a small col¬ 
lecting flume and box located at Lower 
Darwin Falls, a steel pipe line about 4.5 
miles long, a powerhouse having an in¬ 
stalled capacity of 13 horsepower, and a 
,short length of low voltage electric power 
line. About 10.9 acres of lands of the 
United States are occupied by the project. 

Protests or petitions to intervene may 
be filed with the Federal Power Com¬ 
mission, Washington. D.C.. 20426, in ac¬ 
cordance with the rules of practice and 
procedure of the Commission (18 CFR 
1.8 or 1.10). The last day upon which 
protests or petitions may be filed is Au¬ 
gust 3, 1964. The application is on file 
with the Commission for public in¬ 
spection. 


Joseph H. Gutride, 

Secretary. 

IFR. Doc. 64-5869; Filed, June 12, 1964; 
8:47 a.m.J 


[Docket No. G-20464 etc.] 

TRANSWESTERN PIPELINE CO. ET AL. 

Order Approving Continuance of 

Hearing in Excess of Thirty Days 

June 8,1964. 

Upon completion on May 27, 1964, 
of the direct case by all the applicants 
in this consolidated comparative pro¬ 
ceeding the presiding examiner recessed 
the hearing to reconvene on July 21, 
1964. Although the schedule established 
by the presiding examiner would require 
a recess in excess of thirty days, all 
parties concur that this schedule which 
provides for successive filings without 
any intervening hearing will ultimately 
result in actual curtailment of hearing 
time. 

The Commission finds: It is appropri¬ 
ate in carrying out the provisions of the 
Natural Gas Act that the hearing in the 


above-entitled proceedings be continued 
to reconvene on July 21,1964. 

The Commission orders: The contin¬ 
uance of the hearing in the above- 
entitled proceedings to reconvene July 
21, 1964, be and hereby is approved. 

By the Commission. 

[seal] Joseph H. Gutride, 

Secretary . 

(F.R. Doc. 64-5870; Filed. June 12, 1964; 
8:47 a.m.( 


[Docket Nos. G-16477. CI62-600J 

W. E. BAKKE ET AL. 

Certificate of Public Convenience and 

Necessity; Notice of Succession; 

Gas Rate Schedule 

June 5,1964. 

W. E. Bakke (Operator), et al. f Abel 
& Bancroft (Operator), et al.. and Sohio 
Petroleum Company (Operator), et al.. 
Docket No. G-16477 1 * 3 ; Sohio Petroleum 
Company (Operator), et al. (successor to 
M. D. Abel, d.b.a. Abel & Bancroft (Op¬ 
erator), et al.), Docket No. CI62-600. 

Order amending order issuing Cer¬ 
tificate of Public Convenience and Neces¬ 
sity, accepting notice of succession and 
supplement to FPC Gas Rate Schedule 
for filing, redesignating FPC Gas Rate 
Schedule, making successor in interest 
co-respondent, redesignating proceeding, 
and accepting agreement and undertak¬ 
ing for filing. 

On March 20, 1964, Sohio Petroleum 
Company (Operator), et al. (Applicant) 
filed in Docket No. CI62-600 an applica¬ 
tion pursuant to section 7(c) of the Nat¬ 
ural Gas Act to amend the certificate of 
public convenience and necessity issued 
in said docket by substituting Applicant 
in lieu of M. D. Abel, d.b.a. Abel & Ban¬ 
croft (Operator), et al., as certificate 
holder to reflect a succession of interest, 
all as more fully set forth in the appli¬ 
cation. 

Applicant proposes to sell and deliver 
natural gas in interstate commerce to El 
Paso Natural Gas Company for resale 
from the Sprayberry Field Area, Reagan 
and Upton Counties, Texas, pursuant to 
a contract heretofore designated as the 
predecessor’s FPC Gas Rate Schedule No. 
1. The presently effective rate under said 
rate schedule is in effect subject to refund 
in Docket No. G-16477. On March 20, 
1964, Applicant filed a motion to be 
made a co-respondent in said proceed- 
ing, s which motion includes an agree¬ 
ment and undertaking to refund any 
amount collected in excess of the amount 
to be found just and reasonable in said 
proceeding. 

After due notice, no petition to inter¬ 
vene, notice of intervention, or protest 
to the granting of the application has 
been filed. 

The Commission finds: 


1 Consolidated with Docket No. AR61-1, 

et al. 

3 The subject motion refers only to the 
predecessor’s FPC Gas Rate Schedule No. 1. 
Changes In rate under other rate schedules 
of the predecessor are also Involved In the 
proceeding In Docket No. G-16477. 
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NOTICES 


(1) It is necessary and appropriate 
in carrying out the provisions of the 
Natural Gas Act and the public conven¬ 
ience and necessity require that the order 
issuing a certificate of public conven¬ 
ience and necessity in Docket No. CI62- 
600 to M. D. Abel, d.b.a. Abel & Bancroft 
(Operator) et al., should be amended as 
hereinafter ordered. 

(2) The notice of succession and 
supplement to the related FPC gas rate 
schedule submitted by Applicant should 
be accepted for filing, and said rate 
schedule should be redesignated as that 
of Applicant. 

(3) It is necessary and appropriate in 
carrying out the provisions of the 
Natural Gas Act that Applicant should 
be made a co-respondent in the rate 
proceeding in Docket No. G-16477, that 
said proceeding should be redesignated 
accordingly, and that Applicant’s agree¬ 
ment and undertaking should be ac¬ 
cepted for filing. 

The Commission orders: 

(A) The order issuing a certificate of 
public convenience and necessity in 
in Docket No. CI62-600 to M. D. Abel, 
d.b.a. Abel & Bancroft (Operator), et al., 
be and the same is hereby amended by 
substituting Applicant as certificate 
holder, and in all other respects said 
order shall remain in full force and 
effect. 

(B) Applicant be and is hereby made 
a co-respondent in the pending rate pro¬ 
ceeding in Docket No. G-16477 as of 
January 1, 1964, insofar as said proceed¬ 
ing involves sales made pursuant to a 
contract heretofore designated as M. D. 
Abel, d.b.a. Abel & Bancroft (Operator), 
et al., FPC Gas Rate Schedule No. 1 and 
herein redesignated as Applicant’s FPC 
Gas Rate Schedule No. 91; said proceed¬ 
ing is hereby redesignated accordingly; 
and Applicant’s agreement and under¬ 
taking to assure refund of any amount 
collected in excess of the amount to be 
found just and reasonable in said pro¬ 
ceeding be and is hereby accepted for 
filing. 

(C) Applicant shall comply with the 
refunding and reporting procedure re¬ 
quired by the Natural Gas Act and 
§ 154.102 of the regulations thereunder, 
and Applicant’s agreement and under¬ 
taking filed in Docket No. G-16477 shall 
remain in full force and effect until dis¬ 
charged by the Commission. 

(D) The notice of succession and sup¬ 
plement to the related FPC gas rate 
schedule are hereby accepted for filing, 
and said rate schedule is redesignated, 
all as follows: 


Now Designation 



Sohio Petroleum 
Company 
(operator), et al. 

Former designation 
and description and 
date of instrument 

Effective 

date 

Rate 

schedule 

Supple¬ 

ment 



91 


M. D. Abel, d.b.a. 


91 

1-16 

Abel A Bancroft 
(operator), et al., 
FPC Gas Rate 
Schedule No. 1. 

Supplement Nos. 1-16 
to above. 

Notice of succession 

1-1-64 

91 

16 

3-19-64. 

Assignment 1-1-64- 

1-1-64 


By the Commission. 

[seal! Joseph H. Gutridb, 

Secretary. 

[F.R. Doc. 64-6877; Filed, June 12, 1964; 
8:47 ajn.J 


[Docket No. E-7044] 

IOWA SOUTHERN UTILITIES 
Notice of Application 

June 5,1964. 

Take notice that on May 20, 1964, an 
application was filed with the Federal 
Power Commission, pursuant to section 
204 of the Federal Power Act by Iowa 
Southern Utilities Company (Applicant), 
a corporation organized under the laws 
of the State of Delaware and qualified 
to do business as a foreign corporation 
in the State of Iowa, seeking an order 
amending the Commission’s order of 
July 1, 1963, authorizing the issuance 
of additional shares of Common Stock 
under Applicant’s Employee Stock Pur¬ 
chase Plan. 

By order issued August 27,1962, Docket 
No. E-7044, the Commission authorized 
Applicant to issue 10,000 shares of Com¬ 
mon Stock, $15 par, for issuance under 
an Employee Stock Purchase Plan. By 
order issued July 1, 1963, in Docket No. 
E-7103, the Commission authorized Ap¬ 
plicant to issue up to 1,859,628.2 shares 
of Common Stock, $10 par to accom¬ 
plish a two for one split in Applicant’s 
Common Stock and a reduction in the 
par value from $15 to $10 per share. In 
its application for the two for one split, 
Applicant did not request any increase 
in the number of shares for issuance 
under the Employee Stock Purchase 
Plan. Prior to the two for one split, the 
Company had issued 459 Common Shares 
to its employees and had 9,541 shares, 
$15 par reserved for the purpose of the 
plan. Applicant now requests that the 
Commission amend its previous order so 
as to authorize an additional 10,000 
shares of Common Stock, $10 par for 
issuance, under the plan, or a total of 
20,000 shares, $10 par for issuance pur¬ 
suant to Applicant’s Employee Stock 
Purchase Plan. 

Applicant also requests exemption 
from the Commissions’ competitive bid¬ 
ding requirements. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before June 30, 
1964, file with the Federal Power Com¬ 
mission, Washington, D.C., 20426, peti¬ 
tions or protests in accordance with the 
requirements of the Commission’s rules 
of practice and procedure (18 CFR 1.8 
or 1.10). The application is on file and 
available for public inspection. 

Joseph H. Gutride, 
Secretary . 

[FR. Doc. 64-6878; Filed, June 12, 1964; 

8:47 a.m.J 


[Docket No. E-7168J 

NORTHERN STATES POWER CO. 

(MINN.) 

Notice of Application 

June 5,1964. 

Take notice that on June 1, 1964. an 
application was filed with the Federal 
Power Commission, pursuant to section 
204 of the Federal Power Act by Northern 
States Power Company (Applicant), a 
corporation organized under the laws of 
the State of Minnesota and doing busi¬ 
ness in the States of Minnesota, North 
Dakota and South Dakota, with its prin¬ 
cipal business office at Minneapolis. Min¬ 
nesota, seeking an order authorizing the 
issuance of 150,000 shares of Cumulative 
Preferred Stock, with a par value of $100 
per share. 

Applicant proposes to sell the Pre¬ 
ferred Stock by competitive bidding, the 
shares to be designated ‘'Cumulative Pre¬ 
ferred Stock, $-Series”. The an¬ 

nual dividend rate on said shares shall 
be determined by the competitive bid¬ 
ding. Each proposal for the purchase of 
said Preferred Stock must be accom¬ 
panied by a deposit of $450,000, specify 
the dividend rate (which rate must be a 
multiple of one cent) for the Preferred 
Stock and be for the purchase of all of 
the stock at a price of not less than $100 
or more than $102.75 per share. Unless 
Applicant rejects all proposals, it will 
accept the proposal which provides it 
with the lowest cost of money. The 
stock is to be Issued on July 30, 1964. 

Applicant states that the net proceeds, 
amounting to approximately $ 15 , 000,000 
received from the issuance and sale of 
the aforesaid Preferred Stock will be used 
to pay an equal amount of 1964 bank 
loans, heretofore authorized by the Com¬ 
mission (Docket Nos. E-7101 and 
E-7048), which at the time of issuance 
and delivery of the new Preferred Stock, 
it is estimated will aggregate approxi¬ 
mately $19,000,000 outstanding. These 
loans replenished the general funds of 
Applicant which were reduced by 1964 
construction expenditure payments. Ap¬ 
plicant's construction program for 1964 
is estimated at $50,200,000 which Is 
broken down as follows: $34,080,000 for 
electric production, transmission and 
distribution facilities, $6,020,000 for gas 
facilities, $181,000 for heating facilities. 
$640,000 for telephone facilities and 
$9,280,000 for general expenditures. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before June 26, 
1964, file with the Federal Power Com¬ 
mission, Washington, D.C., 20426. peti¬ 
tions or protests in accordance with the 
requirements of the Commission’s rules 
of practice and procedure (18 CFR 1.8 or 
1.10). The application is on file and 
available for public inspection. 

Joseph H. Gutride, 

Secretary. 

[FR. Doc. 64-6879; Filed. June 12, 1964; 

8:47 ajn.] 
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(Docket No. E-7165] 

SOUTHERN CALIFORNIA EDISON CO. 
AND DESERT ELECTRIC COOPERA¬ 
TIVE, INC. 

Notice of Application 

June 5,1964. 

Take Notice that on May 25, 1964 an 
application was filed with the Federal 
Power Commission, pursuant to section 
203 of the Federal Power Act, by South¬ 
ern California Edison Company (Edi¬ 
son) , a corporation organized under the 
laws of the State of California and doing 
business in the States of California, Ari¬ 
zona and Nevada, with its principal office 
in Los Angeles, California seeking au¬ 
thority to acquire and merge or consoli¬ 
date with its facilities, all the facilities 
of the Desert Electric Cooperative, Inc. 
(Coop). Coop is a corporation orga¬ 
nized under the laws of the State of Cali¬ 
fornia and doing business in that State 
with its principal business office at 
Twentynine Palms, California. Coop 
joined in the application seeking author¬ 
ity to dispose of its facilities or, in the 
alternative, an order declaring that the 
Commission has no authority over the 
disposition by Coop of its facilities. 

Edison is engaged in the generation, 
purchase, transmission, distribution and 
sale of electric energy in parts of the 
Southern California counties of Fresno, 
Imperial, Inyo, Kern, Kings, Los Angeles, 
Madera. Mono. Orange, Riverside, San 
Bernardino. Santa Barbara. Tulare and 
Ventura in the State of California and in 
the counties of Nye and Esmeralda in the 
State of Nevada. Edison owns a steam 
electric generating plant located near 
Yuma, Arizona, the output of w T hich it 
shares with Arizona Public Service Com¬ 
pany. and Imperial Irrigation District. 
Edison does not serve the public in Ari¬ 
zona. As of December 31, 1963 Edison 
had total assets in excess of $1,800,000,- 
000 and gross operating revenues in 
excess of $423,000,000. 

Coop is engaged in the distribution 
and sale of electric energy in two isolated 
areas adjacent to the Twentynine Palms 
but not including that community. 
Coop, as of December 31, 1963 has total 
assets and other debits of approximately 
2,350,000 and gross operating revenues of 
253.564. it purchases all its energy 
requirements from Edison. 

The proposed acquisition is to be ear¬ 
ned out in accordance with the terms 
and conditions of an Agreement of Pur¬ 
chase and Sale dated April 2, 1964 for 
an amount equal to the obligation of the 
toop to the Rural Electrification Admin- 
stration (REA) plus an amount equal 
!®.. unrefunded membership fees 
collected and held by the Coop. Accord- 
i° a PPi*cation, the price calcu-- 
vJi, that basis, exceeds the book 
4 me of the property to be transferred. 
Applicant submit that the acquisition 
t L,^ on °f the Desert Electric facili- 
22,2* 111 the Public interest for the fol¬ 
lowing reasons: 

trt^j!52l ll A by **** appheation Desert Elec- 
the ujA 6 ® tWo se Parate areas, one lying to 
Conumvn t * ie ot her to the east of the 
ot Twentynine Palms. These 

areas are completely surrounded by 


Edison's service territory. The integration 
of Desert Electric's territory with that of 
Edison will eliminate these artificial Islands 
as barricades to future orderly system plan¬ 
ning, will prevent future duplication of fa¬ 
cilities near the periphery of Desert Electric's 
present territory, will end confusion in the 
minds of prospective customers as to which 
utility to apply to for service and will elim¬ 
inate dissatisfaction on the part of the in¬ 
habitants of Desert Electric’s present ter¬ 
ritory over the substantial rate differential 
between areas served by Desert Electric and 
the surrounding areas served by Edison. 
Elimination of a separate corporate struc¬ 
ture to serve Desert Electric's relatively Bmall 
(approximately 500 square miles) territory 
should produce additional economies. 

Applicants also submit that the pro¬ 
posed transaction is in the best Interests 
of Desert Electric, its members, its em¬ 
ployees and the area that it presently 
serves for the following reasons: 

Upon completion of the transaction, Des¬ 
ert Electric will be relieved of a presently 
large, and potentially larger. Indebtedness to 
REA. Its members will receive a refund of 
their membership fees and will enjoy sub¬ 
stantially lower electric rates. Its employees 
will be offered positions with a large, well 
established utility at no less pay than they 
are presently receiving and will have a much 
greater opportunity for advancement than 
with Desert Electric. The development of 
the area presently served by Desert Electric 
will be promoted by the availability of an 
abundant supply of economical electric 
energy. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should, on or before the 6th 
day of July, 1964, file with the Federal 
Power Commission, Washington, D.C., 
20426, petitions or protests in accordance 
with the requirements of the Commis¬ 
sion’s rules of practice and procedure 
(18 CFR 1.8 or 1.10). The application is 
on file and available for public inspec¬ 
tion. 

Joseph H. Gutride, 

Secretary. 

[P.R. Doc. 64-5880; Piled. June 12, 1964; 

8:47 a.m.] 


DEPARTMENT OF LABOR 

Office of the Secretary 

SOUTH DAKOTA EMPLOYMENT 
SECURITY DEPARTMENT 

Notice of Opportunity for Hearing 

Whereas, on the 29th day of December 
1936, the South Dakota Employment Se¬ 
curity Law was approved by the Social 
Security Board pursuant to the pro¬ 
visions of section 903(a) of the Social 
Security Act. now section 3304(a) of the 
Internal Revenue Code of 1954; and 

Whereas, section 3304(c) of the In¬ 
ternal Revenue Code provides: 

Certification . On December 31 of each 
taxable year the Secretary of Labor shall 
certify to the Secretary [of the Treasury] 
each State whose law he has previously ap¬ 
proved, except that he shall not certify any 
State which, after reasonable notice and 
opportunity for hearing to the State agency, 
the Secretary of Labor finds has amended 
its law so that it no longer contains the 
provisions specified in subsection (a) or has 
with respect to such taxable year failed to 


comply substantially with any such pro¬ 
vision and such finding has become effective. 
Such finding shall become effective on the 
90th day after the governor of the State has 
been notified thereof, unless the State has 
before such 90th day so amended Its law 
that It will comply substantially with the 
Secretary of Labor's interpretation of the 
provision of subsection (a), in which event 
such finding shall not become effective. No 
finding of a failure to comply substantially 
with the provision in State law specified in 
paragraph (5) of subsection (a) shall be 
based on an application or Interpretation of 
State law with respect to which further ad¬ 
ministrative or Judicial review Is provided 
for under the laws of the State. 

and 

Whereas, section 303(a) (5) of the So¬ 
cial Security Act, insofar as is here perti¬ 
nent, provides: 

Sec. 303. (a) The Secretary of Labor shall 
make no certification for payment to any 
State unless he finds that the law of such 
State, approved by him under the Federal 
Unemployment Tax Act, includes provision 
for— 

• • * • • 

(5) Expenditure of all money withdrawn 
from an unemployment fund of such State, 
in the payment of unemployment compen¬ 
sation; 

and 

Whereas, the South Dakota Employ¬ 
ment Security Law has been amended 
by Chapter 125 of South Dakota Session 
Laws of 1963 (Senate Bill 89) to provide 
that all claimants for unemployment 
compensation with base period wages of 
$6,000 or more are to be disqualified for 
unemployment compensation fgr stated 
periods, ranging from 7 to 13 weeks; and 

Whereas, Senate Bill 179 approved Feb¬ 
ruary 13. 1964, makes Chapter 125 ef¬ 
fective on January 15, 1964, but inop¬ 
erative until July 1, 1964, unless the 
Governor thereafter takes the action 
prescribed to make the law inoperative; 
and 

Whereas, as a result of said enact¬ 
ments a question is presented whether 
the State has amended its law so that 
it no longer contains the provisions spec¬ 
ified in section 3304(a)(4) of the In¬ 
ternal Revenue Code; and 

Whereas, as a further result of said 
enactments a question is presented 
whether the South Dakota Employment 
Security Law continues to include the 
provisions required by section 303(a) (5) 
of the Social Security Act; 

Now, therefore, pursuant to the provi¬ 
sions of section 3304(c) of the Internal 
Revenue Code, notice is hereby given 
that an opportunity for hearing will be 
provided to the South Dakota Employ¬ 
ment Security Department, beginning 
at 10 o’clock in the morning of July 7, 
1964, in Room 3428, Department of La¬ 
bor, 14th Street and Constitution Ave¬ 
nue NW., Washington, D.C., on the ques¬ 
tion of whether the State of South Da¬ 
kota has amended its law so that it no 
longer contains the provisions specified 
in section 3304(a) (4). Although no no¬ 
tice or opportunity for hearing Is re¬ 
quired before the Secretary withholds 
certification for payment to a State un¬ 
der section 303(a) of the Social Security 
Act, the hearing to be held pursuant to 
section 3304(c) of the Internal Revenue 
Code will cover the further question 
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whether the South Dakota Employment 
Security Law continues to include the 
provisions required by section 303(a) (5) 
of the Social Security Act. Upon the 
basis of the evidence and legal argu¬ 
ments adduced at said hearing, it will 
be determined whether or not the State 
of South Dakota may be certified to the 
Secretary of the Treasury, as provided 
in section 3304(c) of the Internal Rev¬ 
enue Code and section 302(a) of the 
Social Security Act. 

The proceedings will be conducted in 
accordance with the following rules: 

(1) Clifford P. Grant, a hearing ex¬ 
aminer, is hereby designated to preside 
over the hearing. 

(2) The parties of record shall be the 
South Dakota Employment Security De¬ 
partment and the United States Depart¬ 
ment of Labor. 

(3) Participation by any person other 
than the parties of record shall be lim¬ 
ited to oral argument as provided In 
paragraph 10 below and to the submittal 
of a brief as provided in paragraph 11 
below, or to either as he chooses. 

(4) The hearing will be conducted in 
an informal but orderly and expeditious 
manner. The hearing examiner will 
regulate all matters relating to the course 
and conduct of the hearing. 

(5) The representative of the Depart¬ 
ment of Labor will make an opening 
statement as to the nature of the hear¬ 
ing and the matters in issue. This will 
be followed by an opportunity for the 
representative of the South Dakota Em¬ 
ployment Security Department to do 
likewise. 

(6) Parties of record thereupon shall 
have the right to present oral and docu¬ 
mentary evidence and cross-examine 
witnesses. Technical rules of evidence 
shall not apply. The hearing examiner 
will rule upon offers of proof and the ad¬ 
missibility of evidence, and receive rele¬ 
vant evidence. He may exclude irrele¬ 
vant, immaterial or unduly repetitious 
evidence, and may examine witnesses. 
All written statements, charts, tabula¬ 
tions, and similar data offered in evi¬ 
dence at the hearing shall, upon a show¬ 
ing satisfactory to the hearing exam¬ 
iner of their authenticity, relevancy, and 
materiality, be received in evidence. 

(7) At any stage of the hearing the 
hearing examiner may call for further 
evidence upon any matter. After the 
record has been closed no further evi¬ 
dence shall be taken except at request 
of the Secretary of Labor, unless provi¬ 
sion has been made at the hearing for 
the later receipt of such evidence. In 
the event that the Secretary shall cause 
the hearing to be reopened for the pur¬ 
pose of receiving further evidence, due 
and reasonable notice of the time and 


place fixed for any taking of testimony 
shall be given to all parties of record. 

(8) The hearing shall be stenograph- 
lcally recorded. The transcript will be 
available to any person, at prescribed 
rates. 

(9) Any material offered in evidence 
and any proposals submitted pursuant 
to paragraph 12 shall be tendered in 
triplicate. 

(10) After all testimony has been 
taken and all evidence has been received, 
the hearing examiner may, upon request, 
permit any party of record or any other 
interested person to present oral argu¬ 
ment upon the matters in issue. Any 
interested person other than a party of 
record who wishes to present oral argu¬ 
ment shall file in the Office of the Chief 
Hearing Examiner, Room 4410, Depart¬ 
ment of Labor, 14th Street and Constitu¬ 
tion Avenue NW„ Washington, D.C., 
20210, on or before July 1,1964, a written 
or telegraphic request setting forth his 
name and the persons or groups, if any. 
whom he represents: the argument of 
any such person shall be limited to 30 
minutes. To the extent that there is 
oral argument, it shall be in the follow¬ 
ing order: opening argument for the 
United States Department of Labor, 
opening argument for the South Dakota 
Employment Security Department, argu¬ 
ments for interested persons other than 
parties of record, closing argument for 
the South Dakota Employment Security 
Department, and closing argument for 
the United States Department of Labor. 
All oral arguments shall be transcribed 
and made a part of the record. 

(11) Any party of record or any other 
interested person may file a brief on the 
issues herein. Such brief shall be filed 
in quadruplicate in the Office of the 
Chief Hearing Examiner no later than 
twenty-one (21) days after the tran¬ 
script of the hearing is available. The 
Office of the Chief Hearing Examiner 
will forward to the parties of record a 
copy of each brief filed. 

(12) Proposed findings of fact and 
conclusions of law together with sup¬ 
porting reasons therefor may be sub¬ 
mitted to the Office of the Chief Hearing 
Examiner by any party of record within 
twenty-one (21) days after the tran¬ 
script of the hearing is available. 

(13) After the time for the filing of 
briefs, proposed findings of fact and con¬ 
clusions of law, the hearing examiner 
shall prepare a recommended decision 
containing findings of fact and conclu¬ 
sions of law. This recommended de¬ 
cision shall be served upon the parties 
of record who may, within fifteen (15) 
days from the date of its receipt, file in 
the Office of the Chief Hearing Examiner 
a statement in writing setting forth any 


exceptions they may have to such de¬ 
cision together with supporting reasons 
therefor. 

(14) After the time for filing excep¬ 
tions to the hearing examiner’s recom¬ 
mended decision, the hearing examiner 
shall certify to the Secretary of Labor 
the entire record of the proceedings to¬ 
gether with his recommended decision. 
The Secretary shall then render his de¬ 
cision in the matter. 

Signed at Washington, D.C., this 9th 
day of June 1964. 

W. Willard Wirtz, 
Secretary of Labor. 

IFR. Doc. 64-5904; Filed, June 12, 1964; 

8:49 a.m.J 

INTERSTATE COMMERCE 
COMMISSION 

FOURTH SECTION APPLICATIONS FOR 
RELIEF 

June 10, 1964. 

Protests to the granting of an appli¬ 
cation must be prepared in accordance 
with Rule 1.40 of the general rules of 
practice (49 CFR 1.40) and filed within 
15 days from the date of publication of 
this notice in the Federal Register. 

Long-and-Short Haul 

FSA No. 39071: Sugar from Hereford 
Tex. Filed by Southwestern Freight 
Bureau, agent (No. B-8558), for inter¬ 
ested rail carriers. Rates on sugar, beet, 
or cane, in carloads, from Hereford, Tex., 
to points in Illinois, Iowa, Kansas, Mis¬ 
souri, Nebraska, and Wisconsin. 

Grounds for relief: Market competi¬ 
tion. 

Tariff: Supplement 12 to Southwest¬ 
ern Freight Bureau, agent, tariff I.C C. 
4514. ' 

FSA No. 39072: Ferro alloys from 
Emco, Ala. Filed by O. W. South, Jr., 
agent (No. A4525), for interested rail 
carriers. Rates on ferro-manganese, 
ferro-silicon, and silico-manganese in 
carloads, from Emco, Ala., to specified 
points in Pennsylvania, also East Liver¬ 
pool, Ohio. 

Grounds for relief: Barge-truck com¬ 
petition. 

Tariff: Supplement 32 to Southern 
Freight Association, agent, tariff I.C.C. 
S-308. 

By the Commission. 

[seal] Harold D. McCoy, 

Secretary k 

|FH. Doc. 64-5875; Filed. June 12, 1964; 

8:47 a.m.j 
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Title 21—FOOD AND DRUGS 


Chapter I—Food and Drug Adminis¬ 
tration, Department of Health, Edu¬ 
cation, and Welfare 

SUBCHAPTER C—DRUGS 

TESTS AND METHODS OF ASSAY AND 
CERTIFICATION OF ANTIBIOTIC 
DRUGS SUBJECT TO DRUG AMEND¬ 
MENTS OF 1962 


The Commissioner of Food and Drugs 
has evaluated the views and comments 
received in response to the notice of pro¬ 
posed rule-making published in the 
Federal Register of May 2,1963 (28 F.R. 
4411-4429, inclusive), and lias concluded 
that the following regulations should 
issue for the certification of those anti¬ 
biotic drugs subject to the Drug Amend¬ 
ments of 1962 (76 Stat. 786-787; Public 
Law 87-781). Therefore, pursuant to 
the provisions of the Federal Food, Drug, 
and Cosmetic Act (sec. 507. 59 Stat. 463, 
as amended; 21 U.S.C. 357), and under 
the authority delegated to him by the 
Secretary of Health, Education, and 
Welfare (21 CFR 2.90; 29 F.R. 471), the 
following amendments are ordered: 1 

PART T 46—GENERAL REGULATIONS 
FOR THE CERTIFICATION OF ANTI¬ 
BIOTIC AND ANTIBIOTIC- 
CONTAINING DRUGS 

1. Section 146.1 Is amended as follows: 
»jBy revising the section heading to 


5 146.1 Definitions and interpretations 
applicable to all certifiable antibiotic 

drugs. i 

f J?' By adding to paragraph (a) the 
knowing new subparagraphs: 

antibiotic substances 
ran UCe< * by the growth of Streptomyces 
Dr^t 8, each of the same substances 
of by any other means, is a kind 

01 amphomycin. 

of tlle smtibiotic substances 
nnr?n UC€d by & row th of Streptomyces 
each of the same sub- 
a in* ? S prociuce d by any other means, is 
a Kind of amphotericin. 

- . + 

of V*opo**l wUi be 
b y a subsequent order. 

No. 116— pt. n—i 


(10) Each of the antibiotic substances 
produced by the growth of Bacillus 
polymyxa var. colistinus, and each of 
the same substances produced by any 
other means, is a kind of colistin. 

(11) Each of the antibiotic substances 
produced by the growth of Streptomyces 
orchidaceus, and each of the same sub¬ 
stances produced by any other means, is 
a kind of cycloserine. 

(12) Each of the antibiotic substances 
produced by the growth of Streptomyces 
erythreus, and each of the same sub¬ 
stances produced by any other means, is 
a kind of erythromycin. 

(13) Each of the antibiotic substances 
produced by the growth of Bacillus 
brevis, and each of the same substances 
produced by any other means, is a kind 
of gramicidin. 

(14) Each of the antibiotic substances 
produced by the growth of Penicillium 
patulum or Penicillium griseofulvum, 
and each of the same substances pro¬ 
duced by any other means, is a kind of 
griseofulvin. 

(15) Each of the antibiotic substances 
produced by the growth of Streptomyces 
kanamyceticus, and each of the same 
substances produced by any other means, 
is a kind of kanamycin. 

(16) Each of the antibiotic substances 
produced by the growth of Streptomyces 
fradiae, and each of the same substances 
produced by any other means, is a kind 
of neomycin. 

(17) Each of the antibiotic substances 
produced by the growth of Streptomyces 
niveus (known also as Streptomyces 
spheroides), and each of the same sub¬ 
stances produced by any other means, 
is a kind of novobiocin. 

(18) Each of the antibiotic substances 
produced by the growth of Streptomyces 
noursei, and each of the same substances 
produced by any other means, is a kind 
of nystatin. 

(19) Each of the antibiotic substances 
produced by the growth of Streptomyces 
antibioticus, and each of the same sub¬ 
stances produced by any other means, is 
a kind of oleandomycin. 

(20) [Reserved] 

(21) Each of the antibiotic substances 
produced by the growth of Streptomyces 
rimosus, and each of the same sub¬ 
stances produced by any other means, is 
a kind of oxytetracycline. 


(22) Each of the antibiotic substances 
produced by the growth of Streptomyces 
rimosus var. paromomycinus, and each 
of the same substances produced by any 
other means, is a kind of paromomycin. 

(23) Each of the antibiotic substances 
produced by the growth of Bacillus poly¬ 
myxa, and each of the same substances 
produced by any other means, is a kind 
of polymyxin. 

(24) ^ach of the antibiotic substances 
produced by the growth of Nocardia 
lurida, and each of the same substances 
produced by any other means, is a kind 
of ristocetin. 

(25) Each of the mixtures of anti¬ 
biotic substances produced by the growth 
of Bacillus brevis, and each of the same 
mixtures of substances produced by any 
other means, is a kind of tyrothricin. 

(26) Each of the antibiotic substances 
produced by the growth of Streptomyces 
orientalis, and each of the same sub¬ 
stances produced by any other means, is 
a kind of vancomycin. 

(27) Each of the antibiotic substances 
produced by the growth of'Streptomyces 
puniceus or Streptomyces floridae or 
Actinomyces vinaceus, and each of the 
same substances produced by any other 
means, is a kind of viomycin. 

c. By adding to paragraph (b) the fol¬ 
lowing new subparagraphs: 

(10) The term “amphomycin master 
standard” means a specific lot of am¬ 
phomycin designated by the Commis¬ 
sioner as the standard of comparison in 
determining the potency of the ampho¬ 
mycin working standard. 

(11) The term “amphotericin A 
master standard” means a specific lot 
of amphotericin A designated by the 
Commissioner as the standard of com¬ 
parison in determining the potency of 
the amphotericin A forking standard. 
The term “amphotericin B master 
standard” means a specific lot of am¬ 
photericin B designated by the Commis¬ 
sioner as the standard of comparison in 
determining the potency of the ampho¬ 
tericin B working standard. 

(12) The term “colistin master stand¬ 
ard” means a specific lot of colistin des¬ 
ignated by the Commissioner as the 
standard of comparison in determining 
the potency of the colistin working 
standard. 
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(13) The term “colistimethate master 
standard" means a specific lot of colisti¬ 
methate designated by the Commissioner 
as the standard of comparison in deter¬ 
mining the potency of the colistemethate 
working standard. 

(14) The term “cycloserine master 
standard" means a specific lot of cyclo¬ 
serine designated by the Commissioner 
as the standard of comparison in de¬ 
termining the potency of the cycloserine 
working standard. 

(15) The term “erythromycin master 
standard" means a specific lot of erythro¬ 
mycin designated by the Commissioner 
as the standard of comparison in de¬ 
termining the potency of the erythro¬ 
mycin working standard. 

(16) The term “gramicidin master 
standard" means a specific lot of gram¬ 
icidin designated by the Commissioner 
as the standard of comparison in deter¬ 
mining the potency of the gramicidin 
working standard. 

(17) The term “griseofulvin master 
standard" means a specific lot of griseo¬ 
fulvin designated by the Commissioner 
as the standard of comparison in deter¬ 
mining the potency of the griseofulvin 
working standard. 

(18) The term “kanamycin master 
standard" means a specific lot of kana¬ 
mycin designated by the Commissioner 
as the standard of comparison in de¬ 
termining the potency of the kanamycin 
working standard. 

(19) The term “neomycin master 
standard" means a specific lot of neo¬ 
mycin designated by the Commissioner 
as the standard of comparison In de¬ 
termining the potency of the neomycin 
working standard. 

(20) The term “novobiocin master 
standard" means a specific lot of novo¬ 
biocin designated by the Commissioner 
as the standard of comparison in deter¬ 
mining the potency of the novobiocin 
working standard. 

(21) The term “nystatin master 
standard" means a specific lot of nys¬ 
tatin designated by the Commissioner 
as the standard of comparison in de¬ 
termining the potency of the nystatin 
working standard. 

(22) The term “oleandomycin master 
standard" means a specific lot of ole¬ 
andomycin designated by the Commis¬ 
sioner as the standard of comparison in 
determining the potency of the oleando¬ 
mycin working standard. 

(23) The term “oxytetracycline master 
standard" means a specific lot of oxy¬ 
tetracycline designated by the Commis¬ 
sioner as the standard of comparison in 
determining the potency of the oxytetra¬ 
cycline working standard. 

(24) The term “paromomycin master 
standard" means a specific lot of par¬ 
omomycin designated by the Commis¬ 
sioner as the standard of comparison in 
determining the potency of the paromo¬ 
mycin working standard. 

(25) The term “polymyxin B master 
standard" means a specific lot of poly¬ 
myxin B designated by the Commissioner 
as the standard of comparison in deter¬ 
mining the potency of the polymyxin B 
working standard. 

(26) The term “ristocetin A master 
standard" means a specific lot of risto¬ 
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cetin A designated by the Commissioner 
as the standard of comparison in deter¬ 
mining the potency of the ristocetin A 
working standard. The term “ristocetin 
B master standard" means a specific lot 
of ristocetin B designated by the Com¬ 
missioner as the standard of comparison 
in determining the potency of the risto¬ 
cetin B working standard. 

(27) The term “vancomycin master 
standard" means a specific lot of vanco¬ 
mycin designated by the Commissioner 
as the standard of comparison in deter¬ 
mining the potency of the vancomycin 
working standard. 

(28) The term “viomycin master 
standard" means a specific lot of vio¬ 
mycin designated by the Commissioner 
as the standard of comparison in deter¬ 
mining the potency of the viomycin 
working standard. 

2. In § 146.3 Certification, paragraph 
(c) is amended by changing the phrase 
“in Parts 141a to 141e and § 147.2 of this 
chapter" to read “issued under this 
chapter." 

3. The Introduction to § 146.10 is 
changed to read: 

§ 146.10 Antibiotics for export. 

Drugs containing antibiotic substances 
subject to certification under section 507 
of the act and intended for export will 
be certified notwithstanding failure to 
meet the labeling requirements of the 
applicable monographs if the labeling 
used for such drugs complies with the 
following conditions: 

• • • * • 

4. Section 146.12 Antibiotic drugs ex¬ 
empted from certification requirements 
under section 507(c) of the Federal Food , 
Drug, and Cosmetic Act is amended in 
the following respects: 

a. By changing the first sentence of 
paragraph (a) to read: 

(a) Section 507(a) of the Federal 
Food, Drug, and Cosmetic Act directs 
the Secretary of Health, Education, and 
Welfare to promulgate regulations to 
provide for the certification of batches 
of drugs composed wholly or partly of 
any kind of antibiotic substance. • * * 

b. By changing the item “Antibiotics 
for fish diseases" in paragraph (b) (3) to 
read: 

Antibiotics for diseases of fish not intended 

for use as food. 

5. Section 146.22 Exemptions for man¬ 
ufacturing use is amended by changing 
paragraph (a) to read: 

(a) Except as provided by paragraphs 
(c) and (d) of this section, a shipment 
or other delivery of any certifiable anti¬ 
biotic drug subject to the regulations in 
this chapter that is packed in containers 
of not less than 10,000,000 units of peni¬ 
cillin or 10 grams each of one of the 
other antibiotic drugs shall be exempt, 
during the time of introduction into and 
movement in interstate commerce and 
the time of holding in the establishment 
where it is so used, from the require¬ 
ments of section 502(1) of the act, if 
it conforms to the standards prescribed 
therefor by the section of the regulations 
in this chapter which is specifically ap¬ 
plicable to such other drug, if the label 


of each container bears the batch mark 
of the drug, the number of units or grams 
per package, and the date on which the 
latest assay of the drug was completed, 
and if the person who introduced each 
shipment or delivery into interstate com¬ 
merce holds a permit from the Commis¬ 
sioner authorizing shipment for manu¬ 
facturing use in such establishment. 

6. Section 146.24 is amended as follows: 

a. By changing the section heading 
and the introduction to the section to 
read: 

§ 146.24 Antibiotic powders for diag* 
nostie use. 

Dry powders of antibiotic substances, 
with or without suitable buffer sub¬ 
stances and diluents, packaged for dis¬ 
pensing and intended for use solely in 
laboratory procedures in connection with 
the diagnosis or treatment of disease 
and conspicuously so labeled shall be ex¬ 
empt from the certification requirements 
of sections 502(1) and 507 of the act if 
they comply with all the following con¬ 
ditions: 

b. By changing paragraph (a) to read: 

(a) The potency and moisture con¬ 
tent of the antibiotic used in the manu¬ 
facture of the powder and the moisture 
content of the powder comply with the 
standards prescribed for the antibiotic 
by the specific regulations issued in this 
chapter. 

7. Section 146.25 Antibiotic drugs for 
use in medicated animal feed • • * Is 
amended by changing the phrase “regu¬ 
lations in this chapter" in the introduc¬ 
tion to the section to read: “regulations 
in Parts 146a, 146b, 146c, 146d, and 146e 
of this chapter". 

8. Title 21 is amended by adding 
thereto the following new parts: 

PART 148—ANTIBIOTIC DRUGS SUB¬ 
JECT TO CERTIFICATION UNDER 
THE DRUG AMENDMENTS OF 1962 

Sec. 

148.1 Definitions and interpretations. 

148.2 Packaging requirements. 

148.3 Labeling requirements. 

148.4 Requests for certification: check tests 

and assays; samples. 

148.5 Fees. 

Authority: The provisions of this Part 148 
issued under sec. 507, 59 Stat. 463, as amended 
70 Stat. 785, 786, 787; 21 U.S.C.A. 357. 

§ 148.1 Definitions and interpretaiions. 

The definitions and interpretations of 
terms found in § 146.1 of this chapter 
apply also to this Part 148 and to Parts 
148ar-148z of this chapter. 

§ 1-48.2 Packaging requirements. 

Each drug described in Parts 148a to 
148z, inclusive, of this chapter shall De 
packaged in immediate containers tna 
comply with the requirements describe 
in Parts 146a to 146e, inclusive, of tms 
chapter for the immediate containers 
used to package the same dosage form 
unless otherwise required for the drug 
by specific regulations. 

§ 148.3 Labeling requirements. 

(a) If it is packaged for dispensing: 
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(1) It shall be labeled in accordance 
w ith the requirements prescribed by 
§ 1.106(b) of this chapter, issued under 
section 502(f) of the act, unless the reg¬ 
ulations pertaining to such drug specifi¬ 
cally exempt it from such requirements. 

(2) Its labeling shall bear any addi¬ 
tional information required for the drug 
by specific regulations. 

<3> Each package shall bear on its 
outside wrapper or container and the im¬ 
mediate container an expiration date 
prescribed for the drug by specific regu¬ 
lations, except that the date may be used 
that is 18, 24, 30. 36. 42, 48, 54, or 60 
months after the month during which 
the batch was certified if the person who 
requests certification has submitted to 
the Commissioner results of tests and as¬ 
says showing that such drug as prepared 
by him is stable for such period of time. 
If the manufacturer or repacker of the 
drug has been exempted from the certifi¬ 
cation requirements, such date shall be 
the number of months after the month 
during which the batch was last assayed 
and released by the manufacturer or re¬ 
packer. If an expiration date is used 
that is longer than the minimum date 
provided for the drug by specific regula¬ 
tions, it may be used only if the manufac¬ 
turer has submitted information to the 
Commissioner adequate to prove that the 
drug is stable for such time. 

<b) If it is packaged solely for manu¬ 
facturing use or for repacking, each 
package shall bear on its outside wrapper 
or container and the immediate con¬ 
tainer, the following: 

(1) The number of units or micro- 
grams of activity per milligram or per 
gram, and the number of grams of kilo¬ 
grams in the immediate container, 

(2) The batch mark. 

( 3) The statement “Caution: Federal 
law prohibits dispensing without pre¬ 
scription.” 

f 4) The statement “For manufactur¬ 
ing use,*' “For repacking,” or •'For manu¬ 
facturing use or repacking,” and, if it is 
not sterile, the statement “nonsterile.” 

(5) The required expiration date. 

§ 118.4 Requests for certification; check 
and assays; samples. 


In addition to complying with the 
Quirements of § 146.2 of this chapter 
Person who requests certification 
check tests and assays of a batch si 
submit with his request the follow 
information and samples: 

The batch mark of the drug. 

( y. The quantity of each ingredii 
^ed in making the batch. 

■ T be size of the batch, includ 
. e ..^ um ber of containers of each s 
to the batch. 

bat< 4> The date °* late st assay of i 

vP* e result s °* tests and as& 
0r for him on the batch as 

ktions f ° r thC drUg by specific re| 

<6> The batch mark(s) of the ar 
to(s) used in making the batch. 
r Ur i less Previously submitted, 
for m °* assays made by 

maVw ^ antibiotic(s) used 
cifir r batch required by s] 

cihc regulations. 


(8) The number of accurately repre¬ 
sentative samples that are required for 
the batch by specific regulations: In the 
case of drugs such as dry powders, solu¬ 
tions, ointments, and suspensions, the 
sample shall be collected by taking single 
immediate containers, before or after 
labeling, at such intervals throughout 
the entire time of packaging the batch 
that the quantities packaged during the 
intervals are approximately equal. In 
no case, however, shall more than 5,000 
immediate containers have been pack¬ 
aged during each such interval of sam¬ 
pling, except for a sample collected for 
sterility testing. In the case of drugs 
such as tablets or other such unit dosage 
forms, the sample shall be collected by 
taking single tablets at such intervals 
throughout the entire time of tableting 
the batch that the quantities tableted 
during the intervals are approximately 
equal. In no case, however, shall more 
than 5,000 tablets have been tableted 
during each interval of sampling, ex¬ 
cept for a sample collected for time of 
disintegration. If the person who pack¬ 
ages the tablets into dispensing-size con¬ 
tainers is not the manufacturer, such 
sample shall be collected throughout 
the entire time of packaging the batch 
into such containers. 

(9) Unless previously submitted, the 
number of accurately representative 
samples that are required for the anti¬ 
biotic (s) used in making the batch by the 
regulations specifically relating to such 
drug. 

(10) In connection with contemplated 
requests for certification of repacked 
batches or batches of another drug in 
the manufacture of which it is to 
be used, the manufacturer of a batch 
which is to be so repackaged or used 
may request the Commissioner to make 
check tests and assays on a representa¬ 
tive sample of such batch. From the 
information submitted may be omitted 
results of tests and assays not required 
for the batch when used in such other 
drug. The Commissioner shall report to 
such manufacturer results of such check 
tests and assays as are so requested. 

§ 148.5 Fees. 

The fee for the services rendered with 
respect to each batch certified under 
the regulations in Parts 148a-148z, in¬ 
clusive, of this chapter shall accompany 
the request for certification, or the re¬ 
quest for check tests and assays, unless 
such fee is covered by an advance de¬ 
posit maintained in accordance with 
§ 146.8(d) of this chapter. Such fee 
shall be that required for the drug by 
the specific regulations, plus an addi¬ 
tional 30 percent of whatever that fee 
may be. Also, if the Commissioner con¬ 
siders that investigations other than 
examination of such samples are neces¬ 
sary to determine whether or not such 
batch complies with the requirements of 
§ 146.3 of this chapter for the issuance of 
a certificate, the fee shall include the 
cost of such investigations. 

PART 148a—AMPHOMYCIN 

Sec. 

148a.l Calcium amphomycin. 

148a.2 Calcium amphomycin-neomycin sul¬ 
fate-hydrocortisone acetate cream. 


Authority : The provisions of this Part 
146a Issued under sec. 507, 59 Stat. 463 as 
amended; 21 U.S.C. 357. 

§ I48a.l Calcium amphomycin. 

Ca) Requirements for certification — 
(1) Standards of identity , strength, qual¬ 
ity, and purity. Calcium amphomycin 
is the calcium salt of amphomycin. It 
is so purified and dried that: 

(1) Its potency is not less than 868 
micrograms of amphomycin per milli¬ 
gram. 

(il) Its moisture content is not more 
than 10 percent. 

(iii) Its pH in a 2 percent aqueous sus¬ 
pension is not less than 6.0 and not more 
than 7.5. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3(b) of this chapter. Its expira¬ 
tion date is 12 months. 

(3) Request for certification. In ad¬ 
dition to the requirements of § 148.4 
of this chapter, each such request shall 
contain: 

(i) Results of tests and assays on the 
batch for potency, moisture, and pH. 

(ii) Samples required on the batch: 
10 packages, each containing approxi¬ 
mately 300 milligrams. 

(4) Fees. $4.00 for each immediate 
container in the sample submitted in 
accordance with subparagraph <3) (ii) of 
this paragraph. 

(b) Tests and methods of assay —(1) 
Potency —(i) Cylinders (cups). Use 
cylinders described in § 141a.l of this 
chapter. 

(ii) Culture media. Use ingredients 
that conform to the standards prescribed 
by the U.S.P. or N.F. 

(a) Make nutrient agar for the base 
layer as follows: 


Peptone___ 6.0 gm. 

Yeast extract_ 3.0 gm. 

Beet extract__ 1.5 gm. 

Agar-15.0 gm. 

Distilled water, q.s..._ 1,000.0 ml. 

pH 7.0 after sterilization. 


(b) Make nutrient agar for the seed 
layer as follows: 


Peptone_ 6.0 gm. 

Pancreatic digest of casein_ 4.0 gm. 

Yeast extract_ 8.0 gm. 

Beef extract_ 1.5 gm. 

Dextrose_ 1.0 gm. 

Agar-15.0 gm. 

Distilled water, q.s__ 1,000.0 ml. 

pH 7.0 after sterilization. 


In lieu of preparing the media from the 
individual ingredients specified in sub¬ 
sections (a) and ( b ) of this subdivision, 
they may be made from a dehydrated 
mixture which, when reconstituted with 
distilled water, has the same composi¬ 
tion as such media. Minor modification 
of the individual ingredients specified in 
this subdivision are permissible if the 
resulting media possess growth-pro¬ 
moting properties at least equal to the 
media described. 

(iii) Preparation of suspension. The 
test--organism is micrococcus flavus 
(ATCC 14452). Maintain this organism 
on slants of nutrient agar prepared as 
described in subdivision (ii) ( b ) of this 
subparagraph and to which has been 
added 1 milligram of neomycin sulfate 
per milliliter of agar. Wash the or¬ 
ganism from the agar slant with 3 milli- 
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liters of sterile UJS.P. saline T.S. onto 
a large agar surface such as that pro¬ 
vided by a Roux bottle containing 300 
milliliters of the same type of agar used 
for the slants. Spread the suspension 
of organisms over the entire agar sur¬ 
face with the aid of sterile glass beads. 
Incubate for 24 hours at 32° C. to 35° C., 
and then wash the resulting growth from 
the agar surface with 50 milliliters of 
sterile U.S.P. saline T.S. If an aliquot 
of this bulk suspension, when diluted 
1:35 in the saline solution, gives 25 per¬ 
cent light transmission in a suitable 
photoelectric colorimeter with a 580- 
millimicron filter and a test tube with 
an inside diameter of 13 millimeters as 
an absorption cell, the bulk suspension 
is satisfactory for use. It may be neces¬ 
sary to adjust the bulk suspension by di¬ 
lution, so that an aliquot of the adjusted 
suspension diluted 1:35 gives 25 percent 
light transmission. The adjusted bulk 
suspension, and not the 1:35 dilution of 
it, is used in preparing the seed layer. 
Incubate seeded plates to determine the 
quantity of the adjusted bulk suspension 
(usually 0.5 millimeter) that should be 
added to each 100 milliliters of agar to 
give zones of inhibition of appropriate 
size. 

(iv) Preparation of plates . Add 21 
milliliters of the base layer agar pre¬ 
pared as directed in subdivision (ii) (a) 
of this subparagraph to each Petri dish 
(20 millimeters x 100 millimeters). Dis¬ 
tribute the agar evenly in the plates, 
cover with porcelain covers glazed on 
the outside, and allow it to harden. Use 
the plates the same day they are pre¬ 
pared. Add the predetermined aliquot of 
the adjusted bulk suspension to the agar 
described in subdivision (ii) (b) of this 
subparagraph which has been melted and 
cooled to 48° C. Mix the seeded agar 
thoroughly and add 4 milliliters to each 
of the plates containing 21 milliliters of 
the uninoculated agar described in subdi¬ 
vision (ii) (a) of this subparagraph. 
Tilt the plates to spread the agar evenly 
over the surface. Place six cylinders on 
the inoculated agar surface so that they 
are at approximately 60° intervals on 
2.8-centimeter radius. 

(v) Working standard. Dry an appro¬ 
priate amount of the working standard 
for 3 hours at 60° C. and a pressure of 5 
millimeters of mercury or less. De¬ 
termine the dry weight and dissolve the 
dried standard in sufficient 0.1 Af potas¬ 
sium phosphate buffer, pH 8.0, to give 
a stock standard solution of 100 micro¬ 
grams per milliliter. This should be al¬ 
lowed to stand overnight at room tem¬ 
perature in order to allow complete so¬ 
lution to take place. Store this stock 
standard solution in a refrigerator, and 
use for no longer than 14 days. 

(vi) Standard curve. Prepare the 
daily standard curve by further diluting 
the 100 microgram per milliliter stock 
standard solution in sufficient O.lAf po¬ 
tassium phosphate buffer, pH 8, to obtain 
concentrations of 6.4, 8.0, 10.0, 12.5 and 
15.6 micrograms per milliliter. A total 
of 12 plates is used in the preparation 
of the standard curve, three plates for 
each solution except the 10.0 micrograms 
per milliliter solution. The latter con¬ 
centration is used as the reference point 


and is included on each plate. On each 
of three plates fill three cylinders with 
the 10.0 micrograms per milliliter stand¬ 
ard and the other three cylinders with 
the concentration under test. Thus, 
there will be thirty-six 10.0-microgram 
determinations and nine determinations 
for each of the other points on the curve. 
After the plates have incubated, read the 
diameters of ^he circles of inhibition. 
Average the readings of the 10.0 micro¬ 
grams per milliliter concentration and 
the readings of the point tested for each 
set of three plates and average .also all 
36 readings of the 10.0 micrograms per 
milliliter concentration. The average of 
the 36 readings of the 10.0 micrograms 
per milliliter concentration is the correc¬ 
tion point for the curve. Correct the 
average value obtained for each point to 
the figure it would be if the 10.0 micro¬ 
grams per milliliter reading for that set 
of three plates were the same as the cor¬ 
rection point. Thus, if in correcting the 
8.0-microgram concentration the average 
reading of the 36 readings of the 10.0 
micrograms per milliliter concentration 
is 16.5 millimeters and the average of the 
10.0 micrograms per milliliter concentra¬ 
tion of this set of three plates is 16.3 mil¬ 
limeters, the correction is -f0.2 milli¬ 
meter. If the average readings of the 8.0 
micrograms per milliliter concentration 
of these same three plates is 15.9 milli¬ 
meters, the corrected value is then 16.1 
millimeters. Plot these corrected values, 
including the average of the 10.0 micro- 
grams per milliliter concentration, on 2- 
cycle semilog paper using the concentra¬ 
tion in micrograms per milliliter as the 
ordinate (the logarithmic scale) and the 
diameter of the zone of inhibition as the 
abscissa. Draw the standard curve 
through these points, either by inspection 
or by means of the following equations: 

3 a-f 2b-f e — e 


Ze + 2d+c—a 

H = -5-* 

where: 

L = Calculated zone diameter for the lowest 
concentration of the standard curve; 

H=Calculated zone diameter for the high¬ 
est concentration of the standard 
curve; 

c=Average zone diameter of 36 readings 
of the 10.0 micrograms per milliliter 
standard; 

a, b, d, e= Corrected average values for the 
6.4. 8.0, 12.5, and 15.6 micrograms per 
milliliter standard solutions, respec¬ 
tively. 

Plot the values obtained for L and H 
and connect with a straight line. 

(vil) Preparation of sample. Dissolve 
the sample to be tested in sufficient 0.1 Af 
potassium phosphate buffer, pH 8.0, to 
make a convenient stock solution. Fur¬ 
ther dilute in buffer to a final concentra¬ 
tion of 10.0 micrograms per milliliter 
(estimated). 

(viii) Plate assay. Use three plates 
for each sample. Fill three cylinders on 
each plate with the 10.0 micrograms per 
milliliter standard and three cylinders 
with the 10.0 micrograms per milliliter 
(estimated) sample, alternating stand¬ 
ard and sample. Incubate the plates for 
16 hours to 18 hours at 32° C. to 35® C., 
and measure the diameter of each circle 


of inhibition. Average the zone readings 
of the standard and average the zone 
readings of the sample on the three 
plates used. If the sample gives a larger 
average zone size than the average of 
the standard, add the difference between 
them to the 10.0-microgram zone size of 
the standard curve. If the average sam¬ 
ple value is lower than the standard 
value, subtract the difference between 
them from the 10.0-microgram value on 
the curve. From the curve, read the 
potencies corresponding to these cor¬ 
rected values. 

(2) Moisture. Proceed as directed in 
§ 141a.26(e) of this chapter. 

(3) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using a sus¬ 
pension prepared by adding 20 milligrams 
per milliliter. 

§ 148a.2 Calcium amphoniycin-neorm- 
cin sulfate-hydrocortisone acetate 
cream. 


(a) Requirements for certification— 

(1) Standards of identity, strength, qual¬ 
ity, and purity. Calcium amphomycin- 
neomycin sulfate-hydrocortisone acetate 
cream is calcium amphomycin, neomycin 
sulfate, and hydrocortisone acetate in a 
suitable and harmless water-soluble 
cream base containing suitable buffers, 
emulsifiers, and preservatives. Each 
gram contains 5 milligrams of amphomy¬ 
cin, 3.3 milligrams of neomycin, and 10 
milligrams of hydrocortisone acetate. 
The calcium amphomycin used in making 
the cream conforms to the standards pre¬ 
scribed by § 148a.1 (a) (1). The neomycin 
sulfate used conforms to the standards 
prescribed by § 148i.l(a)(1) (i>, <v).<vi), 
and (vii) of this chapter. Each other 
substance used, if its name is recognized 
in the U.S.P. or N.F., conforms to the 
standards prescribed therefor by such 
official compendium. 

(2) Labeling. It shall be labeled in ac¬ 
cordance with the requirements of 
§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification. In ad¬ 
dition to the requirements of § 148 4 of 
this chapter, each such request shall con¬ 
tain: 

(i) Results of tests and assays on: 

(a) The calcium amphomycin used in 
making the batch for potency, moisture, 


miu pxjl. . 

(b) The neomycin sulfate used in 
making the batch for potency, moisture, 
pH, and identity. 

(c) The batch for amphomycin po¬ 
tency and neomycin sulfate potency. 

(ii) Samples required: 

(a) Calcium amphomycin used in 
making fee batch: 10 packages, eacn 
containing approximately 300 milligian . 

(b) Neomycin sulfate used in maxing 
fee batch; 10 packages, each containing 


ipproximately 300 milligrams. 

(c) The batch: A minimum of 6 im¬ 
mediate containers. . 

(d) In case of an initial request for 
certification, each other Ingredient useo 
In making fee batch: One package^ 
each containing approximately 5 gram*; 

<4) Pees. $4.00 for each 'rnmedi.. ^ 
container in the samples submitted 
accordance with subparagraph < • 

(a), (b), and <d> of this paragraP^ 
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the sample submitted in accordance with 
subparagraph (3) (il> (c) of this para¬ 
graph. 

lb) Tests and methods of assay —(1) 
Amphomycin content. Proceed as di¬ 
rected In § 148a.l(b) (1), except In lieu of 
the directions In § 148a.l(b) (1) (vii), pre¬ 
pare the sample as follows: Accurately 
weigh approximately 2 grams, and place 
in a blending jar containing 1.0 milliliter 
of polysorbate 80 and sufficient 0.1M 
potassium phosphate buffer, pH 8.0, to 
give a final volume of 200 milliliters. 
Using a high-speed blender, blend the 
mixture for 2 minutes and then make the 
proper estimated dilutions using 0.1 AT 
potassium phosphate buffer, pH 8.0. Its 
content of amphomycin is satisfactory if 
it contains not less than 90 percent and 
not more than 140 percent of the num¬ 
ber of milligrams of amphomycin per 
gram that it is represented to contain. 

(2) Neomycin content. Blend the 
sample as described in subparagraph (1) 
of this paragraph and, making the 
proper estimated dilutions in pH 8.0 
buffer, proceed as directed in § 1481.1(b) 
(1) of this chapter. Its content of neo¬ 
mycin is satisfactory if it contains not 
less than 90 percent and not more than 
130 percent of the number of milligrams 
of neomycin per gram that it is repre¬ 
sented to contain. 

PART 148b—AMPHOTERICIN 

Sec. 

148b.l Amphotericin B. 

148b.2 Amphotericin B intravenous. 

Authority: The provisions of this Part 
148b Issued under sec. 507, 59 Stat. 463. as 
amended 76 8tat. 785, 786. 787; 21 U.S.C.A. 

357. 


§ HOI).1 Amphotericin B. 

(a) J Requirements for certiflcationr— 
(1) Standards of identity , strength , 
Wiality, and parity. Amphotericin B is a 
yellow to golden-orange powder. It is 
insoluble in water at pH. 6.0 to 7.0, an¬ 
hydrous alcohols, esters, ethers, ben¬ 
zene, and toluene. It is soluble in di¬ 
methyl formamide and dimethyl sulfox- 
lae It is so purified and dried that: 

<i> Its potency is not less than 750 
micrograms of amphotericin B per milli- 
ffram on an anhydrous basis. 

contain s not more than 15 per¬ 
cent oi amphotericin A. 

It is non toxic. 

(iv) its moisture content is not more 

man 5.0 percent. 

(v) Its pH in a 3 percent aqueous sus- 

than 8 * 0 ^ n0t leSS tban 6 0 and not more 

? ontaln s not more than 3.0 
P^nt residue qq ignition. 

389 \oi e * hibits absorption maxima at 

solv^M ’ a i} d 405 mil Hniicrons when dis- 
^th oK ln 1 di f nethyl sulfoxide and diluted 
;^ ab r so | ute methyl alcohol. 

belin °- In addition to the la- 
J^Prescrtbed by § “8.3(b) ^ this 
label Package shall bear on its 

C" “Store below 10° 

hire " Protecfc from Nght and mois- 

(ov D Its ex Phation date is 12 months, 
ditiem for certi fication. In ad- 

thts mT * he re< * ulr ements of § 148.4 of 
contain^ 1, each Such re ^ uest shall 


(i) Results of tests and assays on the 
batch for potency, amphotericin A con¬ 
tent, toxicity, moisture, pH, residue on 
Ignition, and identity. 

(ii) Samples required on the batch: 
10 packages, each containing not less 
than 500 milligrams. 

(4) Fees. $4.00 for each package in 
the sample submitted in accordance with 
subparagraph (3) (ii) of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency —(i) Plate assay —(a) Cylinders 
(cups). Use cylinders described in 
§ 141a.l of this chapter. 

(b) Culture media. Use ingredients 
that conform to the standards, if any, 
prescribed by the UJSP. or NP. 

(1) Make nutrient agar for preparing 
the inoculated agar plates as follows: 


Peptone_ 9.4 gm. 

Yeast extract_ 4. 7 gm. 

Beef extract_ 2.4 gm. 

Sodium chloride_10 .0 gm. 

Dextrose _10. 0 gm. 

Agar...—.23.5 gm. 

Distilled water, q jb _ 1 ,000. 0 ml. 

pH 6.0 to 6.2 after sterilization. 

(2) Make nutrient agar for carrying 
the organism as follows: 

Peptone_ e. 0 gm. 

Pancreatic digest of casein_ 4.0 gm. 

Yeast extract _ 3. 0 gm. 

Beef extract _ l. 5 gm. 

Dextrose _ 1.0 gm. 

Agar —. 15 . 0 gm. 

Distilled water, q.s_ 1,000.0 ml. 

pH 6.5 to 6.6 after sterilization. 

(3) Make nutrient broth for preparing 
an inoculum of the test organism: 

Peptone.lO.Ogm. 

Dextrose . 20 . 0 gm. 

Distilled water, q-s_ 1,000 .0 ml. 

pH 5.6 to 5.7 after sterilization. 


In lieu of preparing the media from the 
individual ingredients as specified, they 
may be prepared from a dehydrated mix¬ 
ture which, when reconstituted with dis¬ 
tilled water, has the same composition as 
such media. Minor modifications of the 
specified individual ingredients are per¬ 
missible if the resulting media possess 
growth-promoting properties at least 
equal to the media described. 

(c) Working standard. Dry approxi¬ 
mately 30 milligrams of the amphotericin 
B working standard for 3 hours at 60° C. 
and a pressure of 5 millimeters or less. 
Determine the dry weight, and dissolve 
the dried standard in sufficient dimethyl 
sulfoxide to give a stock solution contain¬ 
ing 1,000 micrograms of amphotericin B 
per milliliter. This solution should be 
used for 1 day only. 

(d) Preparation of sample. Dissolve 
the sample in sufficient dimethyl sulfox¬ 
ide to give a convenient stock solution. 
Further dilute with dimethyl sulfox¬ 
ide to a concentration of 20 micrograms 
of amphotericin B per milliliter (esti¬ 
mated) . Remove an aliquot and dilute 
to a concentration of 1.0 microgram of 
amphotericin B per milliliter (estimated) 
using 0.2M potassium phosphate buffer, 
pH 10.5 (dipotassium phosphate, 35 
grams; 10 N sodium hydroxide, 2 milli¬ 
liters). Make to 1 liter, using distilled 
water. 

(e) Test organism. The test organism 
is Saccharomyces cerevisiae (ATCC 9763 
or ATCC 2601 no vitamin requirement), 


which is maintained on slants of agar 
described in subsection (b)(2) of this 
subdivision and transferred once a week. 
After transfer, the culture is incubated at 
37* C. for 24 hours and then kept refrig¬ 
erated. Prepare the organism suspen¬ 
sion by either of the following methods: 

(1) Inoculate 100 milliliters of the 
broth medium described under subsec¬ 
tion (b) (3) of this subdivision with a 
loopful of growth from the agar slant. 
Incubate the broth for 16 hours to 18 
hours at 37* C. This broth culture may 
be used for several weeks if kept refrig¬ 
erated. 

(2) Wash the organism from the agar 
slant with 3 milliliters of sterile distilled 
water onto a large agar surface such as 
that provided by a Roux bottle contain¬ 
ing 300 milliliters of the agar described 
in subsection (b) (2) of this subdivision. 
Spread the suspension of organisms over 
the entire agar surface with the aid of 
sterile glass beads. Incubate for 24 hours 
at 37° C., and then wash the resulting 
growth from the agar surface with about 
30 milliliters of sterile distilled water. 
This suspension may be used for several 
weeks if kept refrigerated. Dilute an 
aliquot of the bulk suspension 1:45 with 
sterile distilled water and measure its 
light transmission in a suitable photo¬ 
electric colorimeter with a 580-milli¬ 
micron filter and a test tube with an 
inside diameter of 13 millimeters, as an 
absorption cell. The bulk suspension is 
ready for use when an aliquot diluted 
1:45 gives a light transmission of 25 per¬ 
cent. If necessary, adjust the bulk sus¬ 
pension by dilution until an aliquot di¬ 
luted 1:45 gives 25 percent light trans¬ 
mission. At the time of inoculation di¬ 
lute the adjusted bulk suspension 1:10 
with sterile distilled water. Employ test 
plates to determine the quantity of this 
diluted suspension (usually about 0.7 
milliliter) that should be added to each 
100 milliliters of agar to give clear in¬ 
hibitory zones of appropriate size. If the 
broth culture is used, employ test plates 
similarly (usually about 2.5 milliliters per 
100 milliliters of agar). 

(/) Preparation of plates. Melt a suf¬ 
ficient amount of the agar described in 
subsection (b)(1) of this subdivision, 
cool to 48* C., add the proper amount of 
the test organism as described in subsec¬ 
tion (e) of this subdivision, and mix 
thoroughly. Add 8 milliliters of this in¬ 
oculated agar to each Petri dish (1D0 
millimeters x 20 millimeters, with flat 
bottom). Distribute the agar evenly in 
the plates, cover with porcelain covers 
glazed on the outside, and allow to 
harden. After the agar has hardened, 
place 6 cylinders on the agar surface so 
that they are at approximately 60° inter¬ 
vals on a 2.8-centimeter radius. 

(fir) Standard curve. Dilute aliquots 
of the working stock solution with di¬ 
methyl sulfoxide to give concentrations 
of 40.0, 28.4, 20.0, 14.2, and 10.0 micro- 
grams per milliliter, respectively. Dilute 
one volume of each of these solutions with 
19 volumes of 0.2Af potassium phosphate 
buffer, pH 10.5, to give final concentra¬ 
tions of 2.0, 1.42, 1.0, 0.71, and 0.5 micro¬ 
gram per milliliter. A total of 12 plates 
is used in the preparation of the stand¬ 
ard curve, three plates for each solution. 
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RULES AND REGULATIONS 


except the 1.0 microgram per milliliter 
solution. The latter concentration is 
used as the reference point and is in¬ 
cluded on each plate. On each of the 
three plates fill three cylinders with the 
1.0 microgram per milliliter standard and 
the other three cylinders with the con¬ 
centration of the standard concentra¬ 
tion under test Thus, there will be 
thirty-six 1.0-microgram determinations 
and nine determinations for each of the 
other concentrations on the curve. In¬ 
cubate the plates for 16 hours to 18 hours 
at 37° C., and measure the diameter of 
each zone of inhibition. Average the 
readings of the 1.0 microgram per milli¬ 
liter concentration and the readings of 
the concentration tested for each set of 
three plates, and average also all 36 
readings of the 1.0 microgram per mil¬ 
liliter concentration. The average of the 
36 readings of the 1.0 microgram per 
milliliter concentration is the correction 
point for the curve. Correct the aver¬ 
age value obtained for each point to the 
figure it would be if the 1.0 microgram 
per milliliter reading for that set of 
three plates were the same as the cor¬ 
rection point. Thus, if in correcting the 
0.71 microgram per milliliter concentra¬ 
tion the average of the 36 readings of 
the 1.0 microgram per milliliter con¬ 
centration is 16.0 millimeters and the 
average of the 1.0 microgram per milli¬ 
liter concentration of this set of three 
plates is 15.8 millimeters, the correction 
is -f-0.2 millimeter. If the average read¬ 
ing of the 0.71 microgram per milliliter 
concentration of these same three plates 
is 15.0 millimeters, the corrected value 
is then 15.2 millimeters. Plot these cor¬ 
rected values, including the average of 
the 1.0 microgram per milliliter concen¬ 
tration on two-cycle semilog paper, using 
the concentration in micrograms per 
milliliter as the ordinate (the logarith¬ 
mic scale) and the diameter of the zone 
of inhibition as the abscissa. Draw the 
standard curve through these points, 
either by inspection or by means of the 
following equations: 

r _3a4-254-c—e 

L - # -- 

3e4-2d4-c—a 

H ~ - 6 -' 

where: 

L =Calculated zone diameter for the lowest 
concentration o i the standard curve; 

H=Calculated zone diameter for the high¬ 
est concentration of the standard 
curve; 

c=Average zone diameter for the 36 read¬ 
ings of the 1 microgram per milliliter 
standard; 

a, bj d, e= Corrected zone diameters for the 
0.5, 0.71, 1.42, and 2.0 microgram per 
milliliter solutions, respectively. 

( h) Assay. Use thrte plates for each 
sample. Fill three cylinders on each 
plate with the 1.0 microgram per millili¬ 
ter standard and three cylinders with the 
1.0 microgram per milliliter (estimated) 
sample, alternating standard and 
sample. Incubate the plates for 16 hours 
to 18 hours at 37° C., and then measure 
the diameter of each zone of inhibition. 
To estimate the potency of the sample, 
average the zone readings of the stand¬ 
ard and the zone readings of the sample 
on the three plates used. If the sample 


gives a larger zone size than the average 
of the standard, add the difference be¬ 
tween them to the 1.0 microgram per 
milliliter zone on the standard curve. 
If the average value is lower than the 
standard value, subtract the difference 
between them from the 1.0 microgram 
per milliliter value on the curve. From 
the curves read the potencies corre¬ 
sponding to these corrected values of 
zone sizes. 

(ii) Turbidimetric assay —(a) Culture 
media. Use ingredients that conform to 
the standards, if any, prescribed by the 
UJSP. or NP. 

(1) Make yeast-beef agar for carrying 
the organism as follows: 


Peptone _ 6.0 gm. 

Yeast extract- 3.0 gm. 

Beef extract- 1.5 gm. 

Dextrose_ 1.0 gm. 

Agar _ 15.0 gm. 

Distilled water to make_ 1,000.0 ml. 

pH 6.6 after sterilization. 

(2) Make yeast-beef broth for prepar¬ 
ing an inoculum of the test organism: 

Beef extract_ 1.6 gm. 

Yeast extract_ 6.6 gm. 

Peptone _ 5.0 gm. 

Trypton _:_10.0 gm. 

Dextrose -_ 11.0 gm. 

Sodium chloride_ 3.5 gm. 

Dipotassium phosphate_3.68 gm. 

Monopotassium phosphate_1.32 gm. 

Distilled water to make_ 1,000.0 ml. 

pH 6.6 after sterilization. 

(3) Make yeast-beef assay broth: 

Beef extract_ 1.6 gm. 

Yeast extract_ 1.6 gm. 

Peptone _ 5.0 gm. 

Dextrose_11.0 gm. 

Sodium chloride_ 3.5 gm. 

Dlpotasslum phosphate_3.68 gm. 

Monopotasslum phosphate_1.32 gm. 

Distilled water to make_ 1,000.0 ml. 

pH 6.6 after sterilization. 


In lieu of preparing the media from the 
individual ingredients as specified, they 
may be prepared from a dehydrated mix¬ 
ture which, when reconstituted with dis¬ 
tilled water, has the same composition 
as such media. Minor modifications of 
the specified individual ingredients are 
permissible if the resulting media pos¬ 
sess growth-promoting properties at 
least equal to the media described. 

(b) Working standard and standard 
solutions. Use the working standard 
described in subdivision (1) (c) of this 
subparagraph. Dissolve in dimethyl sul¬ 
foxide to obtain a concentration of 2 mil¬ 
ligrams per milliliter. Further dilute to 
obtain a concentration of 30 micrograms 
per milliliter, using 25 percent dimethyl 
sulfoxide (one part dimethyl sulfoxide 
plus three parts distilled water). Use 1 
percent potassium phosphate buffer, pH 
6 .0, and dilute to a concentration of 1 
microgram per milliliter. Further dilute 
this solution with distilled water, and 
prepare the standard curve containing 
concentrations of 0.032, 0.04, 0.05, 0.0625, 
and 0.0781 microgram per milliliter. 
Add 1.0 milliliter of each concentration 
to each of six sterile 20 millimeters x 150 
millimeters test tubes. 

(c) Preparation of sample. Prepare 
the sample to be tested, using the same 
procedure as described for the standard 
solutions, obtaining six tubes each con¬ 


taining 1.0 milliliter of a solution con¬ 
taining 0.05 microgram per milliliter 
(estimated). 

(d) Preparation of test organism. 
The test organism is Candida tropicalis 
(ATCC 13803), which is maintained on 
slants of agar described in (a) (I) of this 
subdivision. Prepare the daily inoculum 
by transferring the culture from a stock 
slant to 100 milliliters of the broth de¬ 
scribed in (a) (2) of this subdivision, and 
incubate for 16 hours to 18 hours at 30° 
C., with constant shaking. Prepare the 
daily inoculated assay broth by adding 
from 3 milliliters to 5 milliliters of a fresh 
16 hour to 18 hour broth culture to each 
liter of assay broth, prepared as directed 
in (a) (3) of this subdivision, needed for 
the test. 

(e) Procedure. To each of the 20 mil¬ 
limeters x 150 millimeters test tubes pre¬ 
pared in (6) and (c) of this subdivision, 
add 9.0 milliliters of the inoculated assay 
broth described in subsection (d) of this 
subdivision, and incubate all standard 
and sample tubes at 30° C., with constant 
shaking, for 3 to 5 hours. After incuba¬ 
tion, add 0.5 milliliter of a 12 percent 
formaldehyde solution to each tube, and 
read the absorbance values in a suitable 
photoelectric colorimeter, using a wave¬ 
length of 530 millimicrons. Set the in¬ 
strument at zero absorbance with clear 
uninoculated broth prepared as described 
in (a) (3) of this subdivision. 

(/) Estimation of potency. Plot the 
average values for each concentration of 
the standard on semilog graph paper 
with absorbance values on the arithmetic 
scale and amphotericin concentrations 
on the logarithmic scale. Construct the 
best straight line through the points, 
either by inspection or by means of the 
following equations: 

3a4-2&4-c— e 


H=z 


3c4-2d4-c —a 

5 


where: 

L — Calculated absorbance value for the 
lowest concentration of the standard 
curve; 

H=Calculated absorbance value for the 
highest concentration of the standard 
curve; 

a, b, o t d , e=Average absorbance valuta for 
each concentration ot the standard 


curve. 

Plot the values obtained for L and H 
and connect the points with a straight 
line. Average the absorbance values for 
the sample and read the amphotericin 
concentration from the standard curve. 
Multiply the concentration by appr°P r ‘* 
ate dilution factors to obtain the am¬ 
photericin content of the sample. 

(2) Amphotericin A content^ 
Amphotericin A. Accurately weigh about 
20 milligrams of the amphotericin. a 
working standard into a 200 -milhlite 
volumetric flask. Add exactly 20.0 mi - 
liters of dimethyl sulfoxide and dissolve. 
Make to mark with methyl alcohol, a 
mix thoroughly. Pipette 
this solution into a 50 -mUliliter - 
metric flask. Add methyl alcohol to 
mark, and mix thoroughly. 

(ii) Amphotericin B. r Accurate!) 
weigh about 50 milligrams of ‘jn. 
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milliliter volumetric flask and proceed 
as directed in subdivision (i) of this sub- 
paragraph. 

(iii) Sample. Accurately weigh about 
5C milligrams of the sample to be tested, 
and proceed as directed in subdivision 
(H of this subparagraph. The standards 
should be used for 1 day only. 

(iv) Blank. Pipette 5.0 milliliters of 
dimethyl sulfoxide into a 50-milliliter 
volumetric flask. Make to mark with 
methyl alcohol, and mix. Pipette 4.0 
milliliters of this solution into a 50- 
milliliter volumetric flask. Make to mar k 
with methyl alcohol, and mix thor¬ 
oughly. 

(v) Procedure. Use a suitable ultra¬ 
violet spectrophotometer and 1-centi¬ 
meter silica cells. Adjust the instrument 
to zero with the blank solution. Measure 
the absorbances of the solutions of 
standard A, standard B, and the sample 
at 304 millimicrons and at 282 millimi¬ 
crons. Calculate the absorptivity of each 
standard at both wavelengths: 

Percent amphotericin A 

\ (BxS t ) — (bxS t )l X625 
"Weight of sample in grains ’ 

X|(BXo)-(BXi)l 

where: 

A = Absorptivity of amphotericin A stand¬ 
ard at 282 millimicrons; 

B = Absorptivity of amphotericin B stand¬ 
ard at 282 millimicrons; 

C“ Absorptivity of amphotericin A stand¬ 
ard at 304 millimicrons; 
t- Absorptivity of amphotericin B stand¬ 
ard at 304 millimicrons; 

S x - Absorbance of sample at 282 millimi¬ 
crons; 

S 3 ~ Absorbance of sample at 304 millimi¬ 
crons. 

(3) Toxicity . Proceed as directed in 
§ 141d.305(b) of this chapter, except ad¬ 
minister to each of 5 mice, 0.4 milliliter 
of a suspension of the drug containing 50 
milligrams per milliliter in 0.5 percent 
gum acacia solution. 

14) Moisture. Proceed as directed in 
§ 14!a.5(a) of this chapter. 

(5) pH. Using a 3.0 percent aqueous 
suspension, proceed as directed in 
§ Hia.5(b) of this chapter. 

(6) Residue on ignition. Proceed as 
directed in § 141e.401(g) of this chapter. 

(7) Identity . Accurately weigh 50.0 
milligrams of the sample into a dry 50- 
milliliter volumetric flask. Add exactly 
5 milliliters of dimethyl sulfoxide and 
dissolve. Make to mark with methyl 
alcohol, and mix thoroughly. Pipette 4 
milltliters of this solution into a 50-milli- 
uter volumetric flask. Add methyl al¬ 
cohol to the mark, and mix thoroughly. 
j? le sample has absorption peaks at 
mentical wavelengths with that of the 
standard (272, 282, 295, 362, 381, and 405 
millimicrons). 

' Amphotericin 8 intravenous. 

<a) Requirements for certification — 
> Standards of identity , strength , 
T? lity ' and Purity . Amphotericin B 
. traVCnous is a dry powder containing 
e; *ch immediate container 50 milli¬ 
grams of amphotericin B, 41 milligrams 
sodium desoxycholate, and suitable 
ounering substances. It is sterile. It is 
ntoxic. it is nonpyrogenic. Its mois- 
Ie con tent is not more than 8.0 per¬ 
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cent. Its pH in an aqueous solution con¬ 
taining 10 milligrams of amphotericin B 
per milliliter is not less than 7.2 and not 
more than 8.0. The amphotericin B used 
conforms to the standards of § 148b.l(a) 

(1) (i), (ii). (v), (vi), and (vii), except 
that its amphotericin A content is not 
more than 5 percent and its residue on 
ignition is not more than 0.5 percent. 
Each other substance used, if its name is 
recognized in the U.S.P. or N.P., conforms 
to the standards prescribed therefor by 
such official compendium. 

(2) Labeling. In addition to the label¬ 
ing requirements prescribed by § 148.3 
of this chapter, each package shall bear 
on its label and labeling the following 
statement: "For intravenous infusion in 
hospitals only.” Its expiration date is 
12 months. 

(3) Request for certification. In ad¬ 
dition to the requirements of § 1484 of 
this chapter, each such request shall 
contain: 

(i) Results of tests and assays on: 

(a) The amphotericin B used in mak¬ 
ing the batch for potency, amphotericin 
A content, pH, residue on ignition, and 
identity. 

(b) The batch for potency, sterility, 
toxicity, pyrogens, moisture, and pH, 

(ii) Samples required: 

(a) Amphotericin B used in making 
the batch: 10 packages, each containing 
approximately equal portions of not less 
than 500 milligrams. 

(b) The batch: 

(1) For all tests except sterility: A 
minimum of 10 immediate containers. 

(2) For sterility testing: 10 immediate 
containers. 

(c) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each containing approximately 5 grams. 

(4) Fees. $4.00 for each package in 
the samples submitted in accordance with 
subparagraph (3) (ii) (a) and (c) of this 
paragraph: $5.00 for each container in 
the sample submitted in accordance with 
subparagraph (3) (ii) (b)(1) of this 
paragraph; $10.00 for all immediate con¬ 
tainers in the sample submitted in ac¬ 
cordance with subparagraph (3) (ii) (b) 

(2) of this paragraph. 

<b) Tests and methods of assay —(1) 
Potency. Dilute the sample in sufficient 
dimethyl sulfoxide to give a convenient 
stock solution, and proceed as directed 
in § 148b.1(b) (1). The amphotericin B 
content is satisfactory if it contains not 
less than 90 percent and not more than 
120 percent of the number of milligrams 
of amphotericin B that it is represented 
to contain. 

(2) Sterility. Proceed as directed in 
§ 141a.2 of this chapter, using the entire 
contents of each container tested, except 
that neither penicillinase nor the control 
tube is used in the test for bacteria and 
except that the Sabouraud medium is 
adjusted to pH 7.5-7.9 with sodium 
hydroxide. 

(3) Toxicity. Proceed as directed in 
§ 141a.4 of this chapter, using a test dose 
of 0.3 milliliter of an aqueous solution 
containing 50 micrograms of ampho¬ 
tericin B per milliliter. 

(4) Pyrogens. Proceed as directed in 
§ 141a.3 of this chapter using as a test 
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dose 0.5 milliliter per kilogram of a so¬ 
lution in sterile, pyrogen-free distilled 
water containing 2 milligrams of ampho¬ 
tericin B per milliliter. If no rabbit 
shows an individual rise in temperature 
of 1.1° C. or more above its respective 
control temperature, and if the sum of 
the three temperature rises does not ex¬ 
ceed 3° C.. the sample meets the require¬ 
ments for absence of pyrogen. If one or 
two rabbits show a temperature rise of 
1.1° C. or more, or if the sum of tempera¬ 
ture rises exceeds 3° C., repeat the test 
using five other rabbits. If not more than 
three of the eight rabbits show a tem¬ 
perature rise of 1.1° C. or more, and if 
the sum of the temperature rises does 
not exceed 8° C. the sample meets the 
requirements for absence of pyrogens. 

(5) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 

(6) pH. Proceed as directed in 
§ 141a.5(b) of this chapter using an 
aqueous solution containing 10 milli¬ 
grams of amphotericin B per milliliter. 

PART 148c—COLISTIN 

Sec. 

148c.1 Colisttn sulfate. 

148c J2 Collstin sulfate-neomycin sulfate- 
thonzonium bromide-hydrocortis¬ 
one acetate otic suspension. 

148c.3 Collstin sulfate for oral suspension. 
148c.4 Sodium collstimethate. 

Authority: The provisions of this Part 
148c issued under sec. 507, 59 St&t. 463. as 
amended 76 Stat. 785, 786, 787; 21 US.CA. 
357. 

§ 148c. 1 Colist in sulfate. 

(a) Requirements for certification — 
(1) Standards of identity , strength , 
quality , and purity. Collstin sulfate is 
the white to slightly yellow, odorless sul¬ 
fate salt of a kind of collstin or a mix¬ 
ture of two or more such salts. It is so 
purified and dried that: 

(1) Its potency is not less than 500 
micrograms of collstin per milligram. 

(ii) It is nontoxic. 

(iii) Its moisture content is not more 
than 7.0 percent. 

(iv) Its pH in an aqueous solution 
containing 10 milligrams per milliliter 
is not less than 4.0 and not more than 7.0. 

(v) It gives a positive identity test for 
colistin. 

(2) Labeling . It shall be labeled in 
accordance with the requirements of 
§ 148.3(b). Its expiration date is 12 
months. 

(3) Request for certification. In ad¬ 
dition to the requirements of § 148.4, 
of this chapter, each such request shall 
contain: 

(i) Results of tests and assays on the 
batch for potency, toxicity, moisture, pH. 
and identity. 

(ii) Samples required on the batch: 
10 packages, each containing approxi¬ 
mately 300 milligrams. 

(4) Fees. $4.00 for each immediate 
container in the sample submitted in ac¬ 
cordance with subparagraph (3) (ii) of 
this paragraph. 

(b) Tests and methods of assay —(1) 
Potency —(i) Cylinders (cups). Use 
cylinders described in § 141a.Ha) of this 
chapter. 

(ii) Culture media. Use ingredients 
that conform to the standards prescribed 
by the UJ5.P. or NJF. 
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(a) Nutrient agar for the base layer 
and for preparing the inoculated agar 
plates as follows: 

Base layer 

Pancreatic digest of 

casein_17.0 gm. 

Papaic digest of soy¬ 
bean _ 3.0 gm. 

Sodium chloride- 5.0 gm. 

Dextrose_ 2.6 gm. 

Dibasic potassium 

phosphate_ 2.5 gm. 

Polysorbate 80_ _ 

Agar __ 20.0 gm. 

Distilled water to 

make _ 1,000.0 ml. 1,000.0 ml. 

Final pH (after steri¬ 
lization) _ 7.2-7.3 7.2-7.3 

(b) Make nutrient agar for carrying 
the organism as follows: 

Peptone_ 

Pancreatic digest of casein.. 

Yeast extract_ 

Beef extract_ 

Dextrose_ 

Agar- 

Distilled water, q.s- 

pH 6.5-6.6 after sterilization 

In lieu of preparing the medium from 
the individual ingredients specified, it 
can be made from a dehydrated mixture 
that, when reconstituted with distilled 
water, has the same composition as such 
medium. Minor modifications of the 
specified individual ingredients are per¬ 
missible if the resulting medium pos¬ 
sesses growth-promoting properties at 
least equal to the medium described. 

(iii) Preparation of test organism. 
The test organism used is Bordetella 
bronchiseptica (ATCC 4617), which is 
maintained on slants of agar described 
in subdivision (ii) (b) of this subpara¬ 
graph. Incubate the slants 24 hours at 
37° C. Wash the organism from the 
slant with 3 milliliters of sterile U.S.P. 
saline T.S. onto a large agar surface such 
as provided by a Roux bottle containing 
300 milliliters of the agar described in 
subdivision (ii) (b) of this subparagraph. 
Spread the suspension of organisms over 
the entire agar surface with the aid of 
sterile glass beads and incubate for 24 
hours at 37° C. Wash the resulting 
growth with 50 milliliters of sterile 
U.SP. saline T.S. and standardize the 
organism suspension so that a 1:20 dilu¬ 
tion in U J8.P. saline T.S. will give 25 
percent light transmission, using a filter 
having a wavelength of 580 millimicrons 
and test tube with an inside diameter of 
13 millimeters as an absorption cell. Use 
test plates to determine the quantity 
(usually 0.3 milliliter) of this standard¬ 
ized bacterial suspension (not the 1:20 
dilution) that should be added to each 
100 milliliters of melted seed layer agar 
(cooled to 48° C-50® C.) to give clear, 
sharp. Inhibition zones of appropriate 
diameter. 

(iv) Preparation of plates. Use plates 
the same day they are prepared. Evenly 
distribute 21.0 milliliters of the melted 
base layer agar on each Petri dish (20 
millimeters x 100 millimeters); cover 
with porcelain tops, glazed on the out¬ 
side, and allow the agar to harden. 
Evenly spread 4.0 milliliters of the in¬ 
oculated seed layer agar over the sur¬ 
face of the plate. After the seed layer 
has hardened, place six cylinders on 


. 6.0 gm. 

4.0 gm. 
_ 3.0 gm. 

... 1.5 gm. 

, 1.0 gm. 

15.0 gm. 
1 ,000.0 ml. 


Seed layer 

17.0 gm. 

3.0 gm. 
5.0 gm. 
2.5 gm. 

2.5 gm. 
10.0 ml. 
12.0 gm. 


the inoculated agar surface so that they 
are at approximately 60° intervals on a 
2.8-centimeter radius. 

(v) Working standard. Dry an ap¬ 
propriate amount of the working stand¬ 
ard for 3 hours at 60° C. and a pressure 
of 5 millimeters or less. Determine the 
dry weight and prepare a stock solution 
of 1,000 micrograms of colistin per milli¬ 
liter by diluting this dried working 
standard with 2 milliliters of sterile dis¬ 
tilled water and further diluting with 10 
percent potassium phosphate buffer, pH 
6 . 0 . 

(vi) Standard curve. Prepare con¬ 
centrations for the standard curve by 
diluting the working standard stock so¬ 
lution (1,000 micrograms of colistin per 
milliliter) with sterile 10 percent potas¬ 
sium phosphate buffer, pH 6.0, to give 
final concentrations of 0.64, 0.80,1.0,1.25, 
and 1.56 micrograms per milliliter. A 
total of 12 plates is used in the prepara¬ 
tion of the standard curve, three plates 
for each solution, except the 1.0 micro¬ 
gram per milliliter solution. The latter 
concentration is used as the reference 
point and is included on each plate. On 
each of the three plates fill three cylin¬ 
ders with the 1.0 microgram per milliliter 
standard and the other three cylinders 
with the concentration of the standard 
concentration under test. Thus, there 
will be 36 one-microgram determinations 
and nine determinations for each of the 
other concentrations on the curve. In¬ 
cubate the plates for 16 hours to 18 hours 
at 37° C. and measure the diameter of 
each zone of inhibition. Average the 
readings of the 1.0 microgram per milli¬ 
liter concentration and the readings of 
the concentration tested for each set 
of three plates, and average also all 
36 readings of the 1.0 microgram per 
milliliter concentration. The average of 
the 36 readings of the 1.0 microgram per 
milliliter concentration is the correction 
point for the curve. Correct the aver¬ 
age value obtained for each point to the 
figure it would be if the 1.0 microgram 
per milliliter reading for that set of three 
plates were the same as the correction 
point. Thus, if in correcting the 1.25 
microgram per milliliter concentration 
the average of the 36 readings of the 1.0 
microgram per milliliter concentration is 
18.0 milliliters, and the average of the 
1.0 microgram per milliliter concentra¬ 
tion of this set of three plates is 17.8 
millimeters, the correction is -f 0.2 mil¬ 
limeter. If the average reading of the 
1.25 microgram per milliliter concentra¬ 
tion of those same three plates is 19.6 
millimeters, the corrected value is then 
19.8 millimeters. Plot these corrected 
values, including the average of the 1.0 
microgram per milliliter concentration, 
on two-cycle semilog paper, using the 
concentration in micrograms per milli¬ 
liter as the ordinate (the logarithmic 
scale) and the diameter of the zone of 
inhibition as the abscissa. Draw the 
standard curve through these points, 
either by inspection or by means of the 
following equations: 

3a-f2b+c —e 

L - j-. 

„ 3e+2d-f-c-a 

H ~ - 5 • 


where: 

L = Calculated zone diameter for the lowest 
concentration of the standard curve; 

H = Calculated zone diameter for the high¬ 
est concentration of the standard 
curve; 

c= Average zone diameter for the 36 read¬ 
ings of the 1.0 microgram per milli¬ 
liter standard; 

a, b, d, e =Corrected zone values for the 
0.64, 0.80, 1.25, 1.66 microgram per 
milliliter concentrations respec¬ 
tively. 


(vii) Preparation of sample. Dissolve 
an accurately weighed quantity of the 
sample in sufficient 10 percent potassium 
phosphate buffer, pH 6.0, to give a con¬ 
venient stock solution. Further dilute 
in the same buffer to obtain an estimated 
concentration of 1.0 microgram per 
milliliter. 

(viii) Assay. Use three plates for each 
sample. Fill three cylinders on each 
plate with the 1.0 microgram per milli¬ 
liter standard and three cylinders with 
the 1.0 microgram per milliliter (esti¬ 
mated) sample, alternating standard 
and sample. Incubate the plates for 16 
hours to 18 hours at 37’ C. and then 
measure the diameter of each zone of 
inhibition. To estimate the potency of 
the sample, average the zone readings 
of the standard and the zone readings 
of the sample on the three plates used. 
If the sample gives a larger zone size 
than the average of the standard, add 
the difference between them to the 1.0 
microgram per milliliter zone on the 
standard curve. If the average value is 
lower than the standard value, subtract 
the difference between them from the 
1.0 microgram per milliliter value on the 
curve. From the curve, read the poten¬ 
cies corresponding to these corrected 
values of zone sizes. 

(2) Toxicity. Proceed as directed in 
§ 141a.4 of this chapter, administering 
a 0.5 milliliter oral test dose of a suspen¬ 
sion in sterile distilled water containing 
600 micrograms of colistin per milliliter. 

(3) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter, using ft 
sample of about 300 milligrams. 

(4) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using an 
aqueous solution containing 10 milli¬ 
grams per milliliter. 

(5) Identity. Weight about 20 mUU* 
grams of sample, add 2 milliliters of 2.5 
percent sodium acetate solution and 0.2 
milliliter of 0.5 percent triketohydrin- 
dene hydrate solution, and bring to noli. 
A deep-purple color results. 

§ 148c.2 Colistin sulfate-neomycin ’ u, ‘ 

fate-thonzoniuin bromide-hydrocor¬ 
tisone acetate otic suspension. 


(a) Requirements for certification 
(1) Standards of identity, strensw, 
juality, and purity. Colistin sulfa '■ 
leomycin sulfate-thonzonium brom “ 
lydrocortisone acetate otic suspens 
s a suspension containing colis tin 
fate, neomycin sulfate, thonzonium 

nide, and hydrocortisone acetate, an 
>ne or more preservatives, dispe £? h 
igents, and buffer substances. ‘ 
nilllliter contains 3.0 milligrams of co 
istin, 3.3 milligrams of neomycffi.^ 
milligrams of thonzonium bromla » 

10 milligrams of hydrocortisone^- 
rt is sterile. Its pH is not less than 
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and not more than 5.2. The colistin sul¬ 
fate used conforms to the standards 
prescribed therefor by § 148c.1(a) (1), 
except for toxicity. The neomycin sul¬ 
fate used conforms to the standards 
prescribed by § 148i.l(a) (1) (i), (v), 

(vi), and (vii) of this chapter. Each 
other substance used, if its name is 
recognized in the U.S.P. or N.P., con¬ 
forms to the standards prescribed there¬ 
for by such official compendium. 

(2) Labeling . It shall be labeled in 
accordance with the requirements of 
§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification. In ad¬ 
dition to the requirements of § 141.4 of 
tills chapter, each such request shall 

contain: 

Q> Results of tests and assays on: 

(a) The colistin sulfate used in mak¬ 
ing the batch for potency, moisture, pH, 

and identity. 

(b) The neomycin sulfate used in 
making the batch for potency, moisture, 
pH, and identity. 

(c) The batch for colistin content, 
neomycin content, sterility, and pH. 

(ii) Samples required: 

(a) The colistin sulfate used in mak¬ 
ing the batch: 10 packages, each con¬ 
taining approximately 300 milligrams. 

(b) The neomycin sulfate used in 
making the batch: 10 packages, each 
containing approximately 300 milli¬ 
grams. 

(c) Tlie batch: 

(1) For all tests except sterility: A 
minimum of six immediate containers. 

(2) For Sterility: 10 immediate con¬ 
tainers. 


(d) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each containing approximately 5 grams. 

(4) Fees. $4.00 for each immediate 
container in the samples submitted in 
accordance with subparagraph (3) (ii) 
* a) » (b), and (d) of this paragraph; 
$5.00 for each immediate container in 
the sample submitted in accordance with 
subparagraph (3) (ii) (c) (1) of this para¬ 
graph; $10.00 for all samples submitted 
in accordance with subparagraph (3) 
hi) (c)(2) of this paragraph. 

Tests and methods of assay —(1) 
Cob's tin content . Proceed as directed 
in 1 148c.l(b) (1), except prepare the 
sample as follows: Thoroughly mix the 
sample and transfer an accurately meas- 
aliqu°t of the sample into a 100- 
volumetric flask. Fill the flask 
w maik with 10 percent potassium phos- 
pnate buffer. pH 6.0. Further dilute to 
jne proper estimated concentration in 10 
fin Ce ?j phosphate buffer, pH 

?° ntent of colistin is satlsfac- 
imV 1 n °t less than 90 percent and 

ber r r ?„ tha * 125 of the num- 

milligrams of colistin per milliliter 
,9 A I 8 represented to contain, 
di ral^ e ? mvcin content. Proceed as 
A ected in § 1481.1(b) (1) of this chap- 

W ™ Pt pr ? pare the sample as fol- 
tran ^ horoughIy mix sample and 

to a 100 £5iim* TOtcly measured aliquot 
to m!vi°~ tt P Uiter vol umetric flask. Fill 
buffpr ^ °* 13f Potassium phosphate 

pJS ™ 80 further dilute to the 
r estl mated concentration in pH 
No. ns— pt. n—2 


8.0 buffer. Its content of neomycin is 
satisfactory if it is not less than 90 per¬ 
cent and not more than 125 percent of 
the number of milligrams of neomycin 
per milliliter that it is represented to 
contain. 

(3) Sterility. Use 0.25 milliliter from 
each container tested and proceed as di¬ 
rected in § 141a.2 of this chapter except 
that neither penicillinase nor the con¬ 
trol tube is used in the test for bacteria. 

(4) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using the un¬ 
diluted solution or suspension. 

§ 148c.3 Colifttin sulfate for oral sus¬ 
pension. 

(a) Requirements for certification — 

(1) Standards of identity, strength , 
quality , and purity. Colistin sulfate for 
oral suspension is a dry mixture of colis¬ 
tin sulfate, with or without one or more 
suitable and harmless buffer substances, 
suspending and dispersing agents, dilu¬ 
ents, colorings, and flavorings. The co¬ 
listin sulfate content is 5.0 milligrams 
of colistin per milliliter of the reconsti¬ 
tuted suspension. The moisture content 
is not more than 3.0 percent. The pH 
of the reconstituted suspension is not 
less than 5.0 and not more than 6.0. 
The colistin sulfate used conforms to 
the standards prescribed by § 148c.l(a> 

(1). Each other substance used, if its 
name is recognized in the U.SP. or N.F., 
conforms to the standards prescribed 
therefor by such official compendium. 

(2) Labeling. It shall be labeled as 
prescribed in § 148.3, of this chapter. 
Its expiration date is 12 months. 

(3) Request for certification . In ad¬ 
dition to the requirements of 5 148.4 of 
this chapter, each such request shall 
contain: 

(1) Results of tests and assays on: 

(a) The colistin sulfate used in mak¬ 
ing the batch for potency, toxicity, mois¬ 
ture, pH. and identity. 

(b> The batch for potency, moisture, 
and pH. 

(ii) Samples required: 

(a) The colistin sulfate used in mak¬ 
ing the batch: 10 packages, each contain¬ 
ing approximately 300 milligrams. 

(b) The batch: A minimum of 6 im¬ 
mediate containers. 

(c) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each containing not less than approxi¬ 
mately 5 grams. 

(4) Fees. $4.00 for each container 
submitted in accordance with subpara¬ 
graph (3) (ii) of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency. Proceed as directed in § 148c. 1 
(b)(1), except prepare the sample as 
follows: Reconstitute the suspension as 
directed in the label. Remove a single¬ 
dose aliquot of the reconstituted suspen¬ 
sion with a syringe and dilute in 1.0 per¬ 
cent potassium phosphate buffer, pH 
6.0. The colistin content is satisfactory 
if it contains not less than 90 percent 
and not more than 120 percent of the 
number of milligrams of colistin that it 
is represented to contain. 

(2) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 


(3) pH. Proceed as directed in § 141a.5 
of this chapter, using the suspension 
when reconstituted as directed in the 
labeling. 

§ 148c.4 Sodium coliftti mediate. 

(a) Requirements for certification — 

(1) Standards of identity , strength , 
quality , and purity. Sodium colistimeth- 
ate is the sodium salt of a kind of colistin 
methane sulfonate or a mixture of two 
or more such salts. It is a white to 
slightly yellow, odorless, fine powder 
which is freely soluble in water. It is 
so purified and dried that: 

(1) Its potency is not less than 300 
micrograms of colistin base per milli¬ 
gram. 

(ii) It is sterile. 

(iff) It is nontoxic. 

(iv) It Is nonpyrogenic. 

(v) It contains no histamine nor his¬ 
tamine-like substances. 

(vi) Its moisture content is not more 
than 9.0 percent. 

(vff) Its pH in an aqueous solution 
contains 10 milligrams per milliliter is 
not less than 6.5 and not more than 9.0. 

(vffi) It gives a positive identity test 
for sodium colistimethate. 

(ix) Its heavy metals content is not 
more than 30 parts per million. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification. In ad¬ 
dition to the requirements of § 148.4 of 
this chapter, each such request shall 
contain: 

(1) Results of tests and assays on the 
batch for potency, sterility, toxicity, 
pyrogens, histamine, moisture, pH, iden¬ 
tity, and heavy metals. 

(ff) Samples required: 

(a) For all tests except sterility: 10 
containers, each containing not less than 
500 milligrams. 

(b) For sterility testing: 10 packages, 
each containing approximately 500 mil¬ 
ligrams. 

(4) Fees . $5.00 for each container 
in the sample submitted in accordance 
with subparagraph (3)(ii)(a) of this 
paragraph; $10.00 for all containers sub¬ 
mitted in accordance with subparagraph 
(3) (ff) (b) of this paragraph. 

(b) Tests and methods of assay —(I) 
Potency. Proceed as directed in § 148c.l 
(b) (1) except use the sodium colisti¬ 
methate working standard the same day 
it is prepared. 

(2) Sterility . Use the entire contents 
of a container or the equivalent of ap¬ 
proximately 500 milligrams of colistin 
from each large container and proceed as 
directed in § 14la.2 of this chapter, ex¬ 
cept that neither penicillinase nor the 
control tube is used in the test for 
bacteria. 

(3) Pyrogens. Proceed as directed in 
§ 14la.3 of this chapter, using a test 
dose of 1.0 milliliter per kilogram of a 
solution in sterile, pyrogen-free distilled 
water, containing 10 milligrams of co¬ 
listin per milliliter. 

(4) Toxicity . Proceed as directed in 
§ 141a.4 of this chapter, using a test 
dose of 0.5 milliliter of a solution in 
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sterile distilled water containing 1.5 
milligrams of colistin per milliliter. 

(5) Histamine. Proceed as directed 
in § 141b.105 of this chapter, using a test 
dose of 1 milliliter per kilogram of a 
solution containing 3.0 milligrams of co¬ 
listin per milliliter. 

(6) Moisture . Proceed as directed in 
§ 141a.5(a) of this chapter, using a 
sample of not less than 100 milligrams. 

(7) pH. Proceed as directed in § 141a.5 

(b) of this chapter, using a 1 percent 
aqueous solution prepared in the follow¬ 
ing manner: Weigh accurately 0.5 gram 
of sample and transfer to a 125-milliliter 
Erlenmeyer flask. Add 50 milliliters of 
freshly boiled distilled water, stopper, 
and shake until the sample is in solu¬ 
tion. Allow to stand for one-half hour 
before determining the pH. 

(8) Identity. To about 20 milligrams 
of sample add 2 milliliters of 2.5 percent 
sodium acetate solution and 0.2 milliliter 
of 0.5 percent triketohydrindene hydrate 
solution. Bring to boil. No pink color 
results. To about 20 milligrams of sam¬ 
ple add 2 milliliters of dilute hydro¬ 
chloric acid. Reflux for about 2 minutes, 
neutralize with 10 percent sodium hy¬ 
droxide, and add sodium acetate. A 
deep-purple color results. 

(9) Heavy metals . Proceed as direct¬ 
ed in § 148m.l(b) (9) of this chapter. 

PART 148d—CYCLOSERINE 

Sec. 

148d.l Cycloserine. 

148d.2 Cycloserine capsules. 

148d.3 Cycloserine capsules with isoniazld. 

Authority: The provisions of this Part 
148d issued under sec. 507, 59 Stat. 408, as 
amended 76 Stat. 785, 786, 787; 21 U.S.C.A. 
357. 

§ 118d.l Cycloserine. 

(a) Requirements for certification — 

(1) Standards of identity , strength , 
quality , and purity. Cycloserine is a 
white to slightly yellowish crystalline 
compound. It has the chemical struc¬ 
ture D-4-amino-3-isoxazolidone. It is 
so purified that: 

(1) Its potency is not less than 900 
micrograms per milligram. 

(ii) It is nontoxic. 

(iii) Its moisture content is not more 
than 1.0 percent. 

(iv) Its pH in a 10 percent aqueous 
solution is not less than 5.5 and not 
more than 6.5. 

(v) Its residue on ignition is not more 
than 0.5 percent. 

(vi) It gives a positive Identity for 
cycloserine. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3(b) of this chapter. Its expira¬ 
tion date is 12 months. 

(3) Request for certification. In ad¬ 
dition to the requirements of § 148.4 of 
this chapter, each such request shall 
contain: 

(i) Results of tests and assays on the 
batch for potency, toxicity, moisture, pH, 


residue on ignition, crystallinity, and 
identity. 

(ii) Samples of the batch: 10 pack¬ 
ages, each containing approximately 500 
milligrams. 

(4) Fees. $4.00 for each container in 
the sample submitted in accordance with 
subparagraph (3) (ii) of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency —(i) Colorimetric assay —(a) 
Stock standard solution. Dry approxi¬ 
mately 100 milligrams of the working 
standard for 3 hours at 60° C. and a 
pressure of 5 millimeters or less. Deter¬ 
mine the dry weight and dissolve the 
dried working standard in sufficient 
0.1 N sodium hydroxide to give a solution 
containing 1,000 micrograms per milli¬ 
liter. 

(b) Standard curve solutions. Pipette 
accurately 0.0, 1.0, 5.0, 10.0, 15.0, and 
20.0 milliliters of the stock standard 
solution to each of six 100-milliliter volu¬ 
metric flasks, dilute to 100 milliliters with 
0.1 N sodium hydroxide and mix thor¬ 
oughly. 

(c) Reagents: 

( 1 ) Acetic acid—1 .ON solution. 

(2) Sodium hydroxide—4.0 N and 0.1 N 
solutions. 

(3) Sodium nitroprusside—4.0 percent 
solution: Dissolve 4.0 grams in sufficient 
distilled water to make 100.0 milliliters. 
Mix well. Store in amber bottle. 

(4) Oxidized nitroprusside reagent— 
Mix equal parts of 4 percent sodium ni¬ 
troprusside solution and 4.0 N sodium 
hydroxide, and let stand for 1 hour 
before using. Prepare daily, and store 
in an amber bottle. 

(d) Procedure. Transfer approxi¬ 
mately 100 milligrams of sample, accu¬ 
rately weighed, to a 100-milliliter volu¬ 
metric flask. Dissolve in sufficient 0.1N 
sodium hydroxide to measure exactly 
100 milliliters. Mix thoroughly and 
transfer 10 milliliters to a second 100- 
milliliter volumetric flask, and mix 
thoroughly. Transfer exactly 1.0 milli¬ 
liter of each of the standard curve solu¬ 
tions and of the sample solution to re¬ 
spective test tubes. Add exactly 3.0 
milliliters of 1.0N acetic acid to each of 
the test tubes. Mix thoroughly. Add 
exactly 1.0 milliliter of oxidized nitro¬ 
prusside reagent to each test tube and 
mix thoroughly. Allow the tubes to 
stand at room temperature for at least 
10 minutes in order that maximum color 
intensity may develop. Using the solu¬ 
tion containing 0.0 milliliter of working 
standard as a blank, determine the ab¬ 
sorbances of the solutions at 625 milli¬ 
microns in a suitable spectrophotometer. 
Plot concentration versus absorbance on 
linear graph paper. The curve may de¬ 
viate slightly from a straight line. The 
standard curve solutions equal 0, 10, 50, 
100,150, and 200 micrograms of cycloser¬ 
ine, respectively. 

(e) Calculations: 


(ii) Plate assay —(a) Cylinders (cups). 
Use cylinders described in § 141a. 1(a) of 
this chapter. 

(b) Culture media. Use ingredients 
that conform to the standards pre¬ 
scribed by the U.SP. or N.P. 

(I) Base layer agar: 


Peptone- 6.0 gm. 

Yeast extract_ 3.0 gm. 

Beef extract _ 1.5 gm. 

Agar--—— 15.0 gm. 

Distilled water. q.s_ 1,000.0 ml. 


pH 6.5 to 6.6 after sterilization. 

(2) Seed layer agar (also used for 
maintaining test organism): 


Peptone- 6.0 gm. 

Pancreatic digest of casein_ 4.0 gm. 

Yeast extract_ 3.0 gm. 

Beef extract_ 1.5 gm. 

Dextrose_ 1.0 gm. 

Agar_ 15.0 gm. 

Distilled water, q.s_ 1,000.0 ml. 


pH 6.5 to 6.6 after sterilization. 

In lieu of preparing the medium from 
the individual ingredients specified, it 
can be made from a dehydrated mixture 
that, when reconstituted with distilled 
water, has the same composition as such 
medium. Minor modifications of the 
individual ingredients specified in sub¬ 
division (ii) (b) (I) and (2) of this sub- 
paragraph are permissible if the result¬ 
ing media possess growth-promoting 
properties equal to the media described. 

(c) Preparation of test organism. 
The test organism used is Staphylococ¬ 
cus aureus (ATCC 6538P). Incubate a 
seed agar slant that has been streaked 
with the organism, for 24 hours at 37° C. 
Wash the slant with 3 milliliters of sterile 
U.S.P. saline T.S. with the aid of glass 
beads onto a Roux bottle containing 300 
milliliters of seed agar. Incubate for 24 
hours at 37° C. and wash with 50 milli¬ 
liters of sterile U.SP. saline T.S. into an 
Erlenmeyer flask. Using a suitable 
photoelectric colorimeter with a filter 
having a wavelength of 580 millimicrons, 
and with a test tube having an Inside 
diameter of 13 millimeters, as an absorp¬ 
tion cell, adjust the suspension so that 
a 1:20 dilution with U.S.P. saline T.S. 
will give 25 percent light transmission. 
Determine by test plates the amount of 
inoculum to be added to the seed layer to 
obtain satisfactory zones (usually 2 per¬ 
cent of a 1:50 dilution). 

(d) Preparation of plates. Use plates 

the same day they are prepared. Evenly 
distribute 10.0 milliliters of the melted 
base layer agar on each Petri dish '20 
millimeters x 100 millimeters) ; cover 
with porcelain tops, glazed on the out¬ 
side, and allow the agar to harden. 
Evenly spread 4.0 milliliters of the in¬ 
oculated seed layer agar over the surface 
of the plate. After the seed layer has 
hardened, place six cylinders on the in¬ 
oculated agar surface so that they are 
at approximately 60° intervals on a *•«- 
centimeter radius. . 

(e) Standard. Dry an appropriate 
amount of the working standard for J 
hours at 60° C. with a pressure of 5 milli¬ 
meters or less. Determine the dry weigm 
and dissolve the dried working standai 
in sufficient distilled water to obtain 
stock solution of 1,000 micrograms per 


Concentration in mlcrograms from 
calibration curve x 1,000 

Mlcrograms cycloserine per mUllgram^ ^ - ^ oFl . - lLal sampl e 
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milliliter. This solution may be used for 
2 days if kept under refrigeration. 

(/) Standard curve. Prepare concen¬ 
trations for the standard curve by dilut¬ 
ing the working standard stock solution 
<1,000 micrograms per milliliter) in 1 
percent potassium phosphate buffer, pH 
6.0, to give final concentrations of 32, 40, 
50, 62.5. and 78.1 micrograms per milli¬ 
liter. A total of 12 plates is used in the 
preparation of the standard curve, three 
plates for each solution, except the 50 
micrograms per milliliter solution. The 
latter concentration is used as the refer¬ 
ence point and is included on each plate. 
On each of the three plates fill three 
cylinders with 50 micrograms per milli¬ 
liter standard and the other three cylin¬ 
ders with the concentration of the stand¬ 
ard concentration under test. Thus, 
there will be thirty-six 50-microgram de¬ 
terminations and nine determinations 
for each of the other concentrations on 
the curve. Incubate the plates for 16 
hours to 18 hours at 30° C., and measure 
the diameter of each zone of inhibition. 
Average the readings of the 50 micro- 
grams per milliliter concentration and 
the readings of the concentration tested 
for each set of three plates, and average 
also all 36 readings of the 50 micrograms 
per milliliter concentration. The aver¬ 
age of the 36 readings of the 50 micro- 
grams per milliliter concentration is the 
correction point for the curve. Correct 
the average value obtained for each point 
to the figure it would be if the 50 micro¬ 
grams per milliliter reading for that set 
of three plates were the same as the cor¬ 
rection point. Thus, if in correcting the 
62.5 micrograms per milliliter concentra¬ 
tion the average of the 36 readings of 
the 50 micrograms per milliliter concen¬ 
tration is 18.0 millimeters and the aver¬ 
age of the 50 micrograms per milliliter 
concentration of this set of three plates 
is 17.8 millimeters, the correction is -f-0.2 
millimeter. If the average reading of the 
62.5 micrograms per milliliter concentra¬ 
tion of those same three plates is 19.6 
millimeters, the corrected value is then 
19.8 millimeters. Plot these corrected 
values, Including the average of the 50 
micrograms per milliliter concentration, 
on two-cycle semilog paper, using the 
concentration in micrograms per milli¬ 
liter as the ordinate (the logarithmic 
scale) and the diameter of the zone of in¬ 
hibition as the abscissa. Draw the 
standard curve through these points, 
either by inspection or by means of the 
following equations: 

l= > 4-2 b+c-c 
5 51 

2d-fc— a 

5 * 

where: 

£=: Calculated zone diameter for the lowest 
concentration of the standard; 
n ~~ Calculated zone diameter for the hlgh- 
est concentration of the standard; 

-Average zone diameter for the 60 mi¬ 
crograms per milliliter standard; 
a > o,d,e=z Corrected average value for the 
32. 40, 62.6. and 78.1 microgram per 
milliliter standard solution, respec¬ 
tively. 

l(J) Reparation of Sample. Dissolve 
n accurately weighed quantity of the 


sample In 1 percent potassium phosphate 
buffer, pH 6.0, to an estimated concentra¬ 
tion of 50 micrograms per milliliter. 

(h) Assay. Use three plates for each 
sample. Fill three cylinders on each 
plate with the 50 micrograms per milli¬ 
liter standard and three cylinders with 
the 50 micrograms per milliliter testi- 
mated) sample, alternating standard and 
sample. Incubate the plates for 16 
hours to 18 hours at 30° C. and then 
measure the diameter of each zone of in¬ 
hibition. To estimate the potency of the 
sample, average the zone readings of the 
standard and the zone readings of the 
sample on the three plates used. If the 
sample gives a larger zone size than the 
average of the standard, add the differ¬ 
ence between them to the 50 micrograms 
per milliliter zone on the standard curve. 
If the average value is lower than the 
standard value, subtract the difference 
between them from the 50 micrograms 
per milliliter value on the curve. From 
the curves, read the potencies corre¬ 
sponding to these corrected values of 
zone sizes. 

(2) Toxicity. Proceed as directed in 
§ 141a.4 of this chapter, using a test dose 
of 0.5 milliliter of a solution in sterile 
U.S.P. saline T.S. 

Note; Solution must be administered 
within Vi-hour after preparation. 

(3) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 

(4) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using a solu¬ 
tion with a concentration of 100 milli¬ 
grams per milliliter. 

(5) Crystallinity. Proceed as di¬ 
rected in § 141a.5(c) of this chapter. 

(6) Residue on ignition. Proceed as 
directed ir. § 141e.401(g) of this chapter. 

(7) Identity. Proceed as directed in 
subparagraph (l)(i) of this paragraph. 

§ 148d.2 Cycloserine capsules. 

(a) Requirements for certification — 

(1) Standards of identity, strength , 
quality, and purity. Cycloserine capsules 
are capsules composed of crystalline cy¬ 
closerine, with or without one or more 
suitable and harmless buffer substances, 
diluents, binders, and lubricants. Each 
capsule contains 250 milligrams of cyclo¬ 
serine. The moisture content is not 
more than 1.0 percent. The cycloserine 
used conforms to the standards pre¬ 
scribed by § 148d.l(a) (1). Each other 
substance used, if its name is recognized 
in the U.SJP. or N.F., conforms to the 
standards prescribed therefor by such 
official compendium. 

(2) Labeling. In addition to the label¬ 
ing prescribed by § 148.3 of this chapter, 
the labeling of each package shall bear 
a warning to the effect that the drug 
is to be used in patients with tubercu¬ 
losis who fail to respond to treatment 
with isoniazid, streptomycin, para- 
aminosalicylic acid, viomycin, pyrazln- 
amide, or combinations of these drugs, 
and that the drug may cause serious 
reactions such as convulsive seizures 


and mental disturbances. Its expiration 
date is 12 months. 

(3) Request for certification. In addi¬ 
tion to the requirements of § 148.4 of this 
chapter, each such request shall con¬ 
tain: 

(i) Results of tests and assays on: 

(a) Cycloserine used in making the 
batch for potency, toxicity, pH, residue 
on ignition, crystallinity, and identity. 

(b) The batch for cycloserine content 
and moisture. 

<ii) Samples required: 

(a) Cycloserine used in making the 
batch: 10 packages, each containing 
approximately 500 milligrams. 

(b) The batch: Minimum of 30 cap¬ 
sules. 

(c) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each, containing approximately 5 grams. 

(4) Fees. $4.00 for each package in 
the samples submitted in accordance 
with subparagraph (3)<ii) (a) and (c) 
of this paragraph; $.75 for each cap¬ 
sule in the sample submitted in accord¬ 
ance with subparagraph (3) (ii) (b> of 
this paragraph. 

(b) Tests and methods of assay —(1) 
Potency —(i) Chemical colorimetric as¬ 
say. (a) Reagents: 

( 1 ) Acetic acid—l.OiV solution. 

(2) Sodium hydroxide—4.0N and 0.1 N 
solutions. 

(3) Sodium nitroprusside—4.0 percent 
solution: Dissolve 4.0 grams in suffi¬ 
cient distilled water to make 100.0 milli¬ 
liters. Mix well. Store in amber bottle. 

(4) Oxidized nitroprusside reagent— 
Mix equal parts of the 4.0 percent sodium 
nitroprusside solution and 4 .OiV sodium 
hydroxide, and let stand for 1 hour be¬ 
fore using. Prepare daily, and store in 
amber bottle. 

(5) Cycloserine standard solution— 
Prepare a standard solution of the cy¬ 
closerine working standard in 0.1 N 
sodium hydroxide to contain 100 micro¬ 
grams per milliliter. 

(b) Procedure. Transfer the con¬ 
tents of 10 capsules Into a 1,000-milli¬ 
liter volumetric flask. Add 0.1 N sodium 
hydroxide to dissolve the sample, and 
add sufficient 0.1 N sodium hydroxide to 
measure 1,000 milliliters. Mix well, and 
filter. Dilute an aliquot of the filtrate 
with sufficient 0.1 N sodium hydroxide to 
give a concentration of 0.1 milligram 
per millUiter (estimated) and mix well. 
Pipette exactly 1.0 milliliter of the work¬ 
ing standard solution and 1.0 milliliter of 
the sample solution into separate test 
tubes. Add exactly 3.0 milliliters of 
1.0 N acetic acid and exactly 1.0 milliliter 
of oxidized nitroprusside reagent to each 
of the test tubes; then mix thoroughly. 
Allow the tubes to stand at room tem¬ 
perature for 10 minutes-15 minutes, in 
order that maximum color intensity may 
develop. Using a reagent blank, deter¬ 
mine the absorbance of the solutions at 
625 millimicrons in a suitable spectro¬ 
photometer. 

Calculation: 


Milligrams of cycloserine per capsule = 


Sample absorbance 
Standard absorbance 


X Labeled potency per capsule 
in milligrams. 
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<U) Biological assay. Using a high¬ 
speed blender, prepare an appropriate 
number of capsules in 500 milliliters of 
1 percent potassium phosphate buffer. 
pH 6.0, and proceed as directed in 
§ 148d.l(b) (1) (il). 

The average potency Is satisfactory if it 
contains not less than 90 percent and 
not more than 120 percent of the number 
of milligrams of cycloserine that it is 
represented to contain. 

(2) Moisture. Proceed as directed in 
§ 141a.5(a> of this chapter. 

§ 148d.3 Cycloserine capsules with iso- 
niazid. 

(a) Requirements for certification — 

(1) Standards of identity, strength, 
quality, and purity. Cycloserine cap¬ 
sules with isoniazid are capsules com¬ 
posed of crystalline cycloserine and 
isoniazid, with or without, one or more 
suitable and harmless buffer substances, 
diluents, binders, and lubricants. Each 
capsule contains 250 milligrams of cyclo¬ 
serine and 150 milligrams of isoniazid. 
The moisture content is not more than 
1.0 percent. The cycloserine used con¬ 
forms to the standards prescribed by 
§ 148d.l(a) (1). Each other substance 
used, if its name is recognized in the 
U.S.P. or N.P., conforms to the standards 
prescribed therefor by such official com¬ 
pendium. 

(2) Labeling. In addition to the la¬ 
beling prescribed by § 148.3 of this chap¬ 
ter, the labeling of each package shall 
bear a warning to the effect that the 
drug is to be used in patients with tu¬ 
berculosis who fail to respond to treat¬ 
ment with isoniazid, streptomycin, para- 
aminosalicyclic acid, viomycin, pyrazina- 
mide, or combinations of these drugs and 
that the drug may cause serious reactions 
such* as convulsive seizures and mental 
disturbances. Its expiration date is 12 
months. 

(3) Request for certification. In addi¬ 
tion to the requirements of § 148.3 of this 
chapter, each such request shall contain: 

(i) Results of tests and assays on: 

(a) Cycloserine used in making the 
batch for potency, toxicity, pH, residue 
on Ignition, crystallinity, and identity. 

(b) The batch for cycloserine content, 
isoniazid content, and moisture. 

(ii) Samples required: 

(a) Cycloserine used in making the 
batch: 10 packages, each containing ap¬ 
proximately 500 milligrams. 

(b) The batch: Minimum of 30 cap¬ 
sules. 

(c) In case of an initial request for 
certification, each other ingredient used 
In making the batch: One package of 
each containing approximately 5 grama 

(4) Fees. $4.00 for each package in 
the sample submitted in accordance with 
subparagraph (3) (ii) (a) and (c) of 
this paragraph; $1.00 for each capsule in 
the sample submitted in accordance 
with subparagraph (3) (ii) (b) of this 
paragraph. 

(b) Tests and methods of assay —(1) 
Potency —(i) Chemical assays for cy¬ 
closerine and isoniazid —(a) Preparation 
of sample. Transfer the entire contents 
of four representative capsules to a 
1,000-milliliter volumetric flask. Dilute 
to volume with distilled water, and mix 


well. Filter about 30 milliliters of the 
solution, discarding the first few milli¬ 
liters of filtrate. Collect the remaining 
filtrate. Transfer a 10.0-milliliter ali¬ 
quot of the filtrate to a 1,000-milliliter 
volumetric flask, dilute to volume with 
O.liV hydrochloric acid, and mix well. 

(b>* Preparation of cycloserine stand¬ 
ard. Accurately weigh about 30 milli¬ 
grams of the cycloserine working stand¬ 
ard and dissolve in sufficient distilled 
water to give a concentration of 1.0 milli¬ 
gram per milliliter. Transfer a 10.0- 
milliliter aliquot of this solution to a 
1,000-milliliter volumetric flask. Dilute 
to volume with O.liV hydrochloric acid, 
and mix well. 

(c) Preparation of isoniazid standard. 
Accurately weigh about 30 milligrams of 
pure isoniazid and dissolve in sufficient 
distilled water to give a concentration 
of 1.0 milligram per milliliter. Transfer 
a 10.0-milliliter aliquot of this solution 
to a 1.000-milliliter volumetric flask. Di¬ 


lute to volume with O.IN hydrochloric 
acid, and mix well. 

(d) Procedure. Adjust a suitable ul¬ 
traviolet spectrophotometer to 100 per¬ 
cent light transmission with 0.1W hydro¬ 
chloric acid in the absorption cell. De¬ 
termine the absorbance values for the 
sample, the cycloserine standard, and the 
isoniazid standard at the absorption 
peaks at 219 millimicrons and 268 milli¬ 
microns. If a recording spectrophotom¬ 
eter is used, record the ultraviolet ab¬ 
sorption spectrum from 210 millimicrons 
to 290 millimicrons. If a nonrecordin? 
spectrophotometer is used, determine the 
absorbance values at the absorption 
peaks. (The exact position of the peaks 
should be determined for the particular 
instrument used.) 

(e ) Calculations — ( 1 ) Cycloserine con¬ 
tent: Determine the ratio (R) of the ab¬ 
sorbance of the isoniazid standard at 219 
millimicrons to its absorbance at 268 
millimicrons. 


^ _ Absorbance of isoniazid standard at 219 millimicrons 
* — Absorbance of isoniazid standard at 268 millimicrons 


Correct the absorbance value of the 
sample at 219 millimicrons for the iso¬ 
niazid equivalent as follows: 

A € =(A x -A 2 XR). 
where: 

A,=Corrected absorbance at 219 millimi¬ 
crons; 

X A =Absorbance of sample at 219 millimi¬ 
crons; 

A t —Absorbance of sample at 268 mlUiml- 
crons. 

Calculate the cycloserine content as fol¬ 
lows: 

Milligrams of cycloserine per capsule 

=4-*X250, 

where: 

A t —Absorbance of cycloserine standard at 
219 millimicrons. 

The content of cycloserine Is satisfac¬ 
tory if it contains not less than 90 per¬ 
cent and not more than 120 percent of 
the number of milligrams of cycloserine 
that it is represented to contain. 

(2) Isoniazid content — (i) Prepara¬ 
tion of sample. Use the solution pre¬ 
pared as directed in subdivision (i) (a) 
of this subparagraph. 

(ii) Preparation of standard. Use 
the solution prepared as directed in sub¬ 
division (1) (c) of this subparagraph. 

(Hi) Procedure. Proceed as directed 
in subdivision (i) (d) of this subpara¬ 
graph and obtain the absorbance of the 
sample and the isoniazid standard at the 
absorption peak at 268 millimicrons. 
Calculate as follows: 

A X 250 

Milligrams of Isoniazid per capsule -> 

where: 

A i =Absorbance of isoniazid standard at 
268 millimicrons; 

A 2 —Absorbance of sample at 268 millimi¬ 
crons. 

The content of isoniazid is satisfactory 
if it contains not less than 90 percent 
and not more than 120 percent of the 
number of milligrams that it is repre¬ 
sented to contain. 


(ii) Plate assay method for cycloserine 
content. Proceed as directed in § 148d.- 
2(b) (1) (ii). The average content of 
cycloserine in each capsule is satisfac¬ 
tory if it contains not less than 90 per¬ 
cent and not more than 120 percent of 
the number of milligrams that each cap¬ 
sule is represented to contain. 

(2) Moisture. Proceed as directed in 
5 141a.26(e) of this chapter. 

PART 148f—GRAMICIDIN 
§ 148f.l Gramicidin. 

(a) Requirements for certification— 
(1) Standards of identity, strength, qual¬ 
ity, and purity. Gramicidin is the white, 
or nearly white, odorless, crystalline , 
compound of a kind of gramicidin or a 
mixture of two or more such compounds. 
It is so purified and dried that: 

(1) It has a potency of not less than 
900 micrograms of gramicidin per milli¬ 
gram. 

(ii) It is nontoxic. 

(iii) Its moisture content is not more 
than 3 percent. 

(iv) Its residue on ignition is not more 
than 1.0 percent. 

(v) It does not melt below 229* C. 
after drying in vacuum at 60° C. for 3 
hours. 

(vl) The difference between the 
absorptivity value at the maximum oc¬ 
curring at 282 millimicrons and tne 
absorptivity value at the minimum oc¬ 
curring at 247 millimicrons is 100 ±4 per¬ 
cent of the difference obtained with the 
gramicidin working standard. 

(2) Labeling. It shall be labeled in 
accordance with the requirements oi 
5 148.3(b) of this chapter. Its expira¬ 
tion date is 12 months. 

(3) Request for certification. In ad¬ 
dition to the requirements of § 148.4 oj 
this chapter, each such request snau 

contain: .. 

(i) Results of tests and assays on tne 
batch , for potency, toxicity, moisture, 
residue on ignition, melting point, la 
tity. and crystallinity. 
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(ii) Samples required of the batch: 
Ten packages, each containing approxi¬ 
mately 500 milligrams. 

(4) Fees. $4.00 for each immediate 
container in the sample submitted in ac¬ 
cordance with subparagraph (3) (ii) of 
this paragraph. 

lb > Tests and methods of assay —(1) 
Potency — (i) Culture medium. Use in¬ 
gredients that conform to the standards 
prescribed by the U.S.P. or Ni 1 . Make 
nutrient broth for preparing an inoculum 
of the test organism, as follows: 

Peptone- 5.0 gm. 

Yeast extract _ 1.5 gm. 

BeeX extract _ 1.5 gm. 

Sodium chloride- 3.5 gm. 

Dextrose - 1.0 gm. 

Dtpotasslum phosphate_3.68 gm. 

Potassium dlhydrogen phosphate_1.32 gm. 

Distilled water, q.8- 1,000.00 ml. 

pH 7.0 .after sterilization. 


In lieu of preparing the medium from the 
individual ingredients specified above, 
the nutrient broth may be made from 
a dehydrated mixture that, when recon¬ 
stituted with distilled water, has the same 
composition as such medium. Minor 
modifications of the individual ingredi¬ 
ents specified are permissible if the re¬ 
sulting medium possesses growth-pro¬ 
moting properties at least equal to the 
medium described. 

(ii) Working standard. Dry an ap¬ 
propriate amount of the gramicidin 
working standard for 3 hours at 60° C. 
and a pressure of 5 millimeters or less. 
Determine the dry weight and dissolve 
in sufficient 95 percent alcohol to obtain 
stock solution of 1,000 micrograms per 
milliliter. Keep this stock solution in 
the refrigerator. Do not use it later than 
30 days after it is made. 

(iii) Preparation of sample. Dissolve 
an appropriate quantity of the sample in 
a volume of 95 percent ethyl alcohol to 
obtain a convenient stock solution. Make 
further dilutions volumetrically in 95 
percent ethyl alcohol to obtain a final 
concentration of 0.04 microgram per 
milliliter (estimated). 

fiv) Preparation of test organism. 
The test organism is Streptococcus fae- 
cahs (ATCC 10541) which is maintained 
Jn 100-milliliter quantities of the nu¬ 
trient broth describe4 in subdivision (i) 
of this subparagraph. For the test, 
Prepare a fresh subculture by transfer- 
* loopful of the stock culture to 100 
milliliters of nutrient broth, and in¬ 
cubate 16 hours to 18 hours at 37° C. 
nf° r i he daily inoculum, use 6.0 milliliters 
m the subculture for each 1,000 milli- 
nters of nutrient broth needed in the 


£ roce£ tore. Prepare solutions for 
e daily standard curve by diluting an 
J ot of the stock working standard 
Prepared as described in sub- 
Dr { !P °* this subparagraph in 95 
Iran alc °hol to obtain concen- 

rations of 0 .028, 0 . 034 0 .040, 0.048, and 

, microgram per milliliter. Place 
th* ”1 lllliter °* each concentration of 
standard curve and of the sample 
Prepared as described in sub- 
earh ° U f IIP °* subparagraph in 
millir replicate test tubes. 16 

mffiimeters x 125 millimeters (outside 
tensions). To each tube, add 9 mil¬ 


liliters of the inoculated broth described 
in subdivision (iv) of this subparagraph 
and place immediately in a water bath 
at 37° C. for 3 hours to 4 hours. Remove 
the tubes and add 0.5 milliliter of a 12 
percent solution of formaldehyde to each 
tube. Read the absorbance values of 
each tube in a suitable photoelectric 
colorimeter, using a wavelength of 530 
millimicrons. Set the instrument at 
zero absorbance with clear, uninoculated 
broth prepared as described in subdivi¬ 
sion (i) of this subparagraph. 

(vi) Estimation of potency. Plot the 
average absorbance values for each con¬ 
centration of the standard on two-cycle 
semi-logarithmic graph paper with ab¬ 
sorbance values on the arithmetic 6cale 
and concentrations on the logarithmic 
scale. Construct the best straight line 
through the points either by inspection 
or by means of the following equations: 

_ 3a-f 2&-fc—e 


3c-f 2d-f c—a 


where: 

L=Calculated absorbance value for the 
lowest concentration of the curve; 

//=Calculated absorbance value tor the 
highest concentration of the stand¬ 
ard curve; 

a, b, c, d , e —Average absorbance values for 
each concentration of the standard 
curve. 

Plot the values obtained for L and H and 
connect the points with a straight line. 
Average the absorbance value for the 
sample and read the gramicidin concen¬ 
tration from the standard curve. Multi¬ 
ply the concentration by appropriate di¬ 
lution factors to obtain the gramicidin 
content of the sample. 

(2) Toxicity. Proceed as directed in 
§ 141a.4 of this chapter, except inject 
subcutaneously with 0.5 milliliter of a 
suspension of the sample containing 5 
milligrams of gramicidin per milliliter 
in 10 percent acacia solution. Observe 
mice for 4 days. 

(3) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 

(4) Residue on ignition. Proceed as 
directed in § 141e.401(g) of this chap¬ 
ter. 

(5) Melting point. Proceed as direct¬ 
ed in § 14 Id.301(h) of this chapter. 

(6) Identity. Accurately weigh about 
20 milligrams of the sample and dilute 
in ethyl alcohol to give a concentration 
of 0.02 milligram (estimated) of grami¬ 
cidin per milliliter. Prepare a solution of 
the gramicidin working standard to con¬ 
tain 0.02 milligram per milliliter in ethyl 
alcohol. Using a suitable recording spec¬ 
trophotometer with 1-centimeter cells, 
record the ultraviolet absorbance spec¬ 
trum of each solution from 220 millimi¬ 
crons to 320 millimicrons. The ultra¬ 
violet absorbance spectrum of the sample 
solution should compare qualitatively to 
that of the working standard solution. 
Determine the absorptivities of each at 
the maximum occurring at 282 millimi¬ 
crons and at the minimum occurring at 
247 millimicrons (the exact position of 
the maximum and minimum of the 
gramicidin working standard should be 
determined for the particular instrument 
used). The difference in the absorptiv¬ 


ities of the sample is 100 ±4.0 percent of 
that of the working standard. 

(7) Crystallinity. Proceed as direct¬ 
ed in § 141a.5(c) of this chapter. 

(Sec. 507, 59 Stat. 463, as amended. 76 Stat. 
785, 786. 787; 21 U.S.C. 357) 

PART 148h—KANAMYCIN SULFATE 

Sec. 

148h.l Kanamycin sulfate. 

148b.2 Kanamycin sulfate injection. 

148h.3 Kanamycin sulfate capsules. 

Authority: The provisions of this Part 
148h Issued under sec. 507, 59 Stat. 463, as 
amended 76 Stat. 785, 786, 787; 21 U.S.C.A. 
357. 

§ J 18h. 1 Kanamycin sulfate. 

(a) Requirements for certification — 

(1) Standards of identity , strength, 
quality, and purity. Kanamycin sulfate 
is the crystalline sulfate salt of a kind 
of kanamycin or a mixture of two or 
more such salts. It is so purified and 
dried that: 

(1) Its potency on the anhydrous basis 
is not less than 750 microgTams of kana¬ 
mycin per milligram. 

(ii) It is sterile. 

(iii) It is non toxic. 

(iv) It is nonpyrogenic. 

(v) Its moisture content is not more 
than 4 percent. 

(vi) Its pH in an aqueous solution con¬ 
taining 10 milligrams per milliliter is not 
less than 6.5 and not more than 8.5. 

(vii) Its residue on ignition is not 
more than 1.0 percent. 

(viii) It gives a positive identity test 
for kanamycin. 

(ix) It contains not more than 5.0 per¬ 
cent kanamycin B. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3(b) of this chapter. Its expira¬ 
tion date is 12 months. 

(3) Request for certification. In ad¬ 
dition to the requirements of § 148.4 of 
this chapter, each such request shall 
contain: 

(i) Results of tests and assays on the 
batch for potency, sterility, toxicity, py¬ 
rogens, moisture, pH, residue on Ignition, 
identity, crystallinity, and kanamycin B 
content. 

(ii) Samples required: 

(a) For all tests except sterility: 10 
packages, each containing approximately 
500 milligrams. 

(b) For sterility testing: 10 packages, 
each containing approximately 500 milli¬ 
grams. 

(4) Fees. $5.00 for each container 
submitted in accordance with subpara¬ 
graph (3)(ii)(a) of this paragraph; 
$10.00 for all samples submitted in ac¬ 
cordance with subparagraph (3) (ii) (b) 
of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency —(i) Cylinders (cups). Use 
cylinders described under § 141a.l(a) of 
this chapter. 

(ii) Culture medium. Use ingredi¬ 
ents that conform to the standards pre¬ 
scribed by the U.S.P. or N.F. Make nu¬ 
trient agar as follows: 

(a) For the base and seed layers: 


Peptone _ 6.0 gm. 

Pancreatic digest of casein_ 4.0 gm. 

Yeast extract- 3.0 gm. 

Beef extract_ 1.5 gm. 
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Dextrose --~- 1.0 gm. 

Agar - 15.0 gm. 

Distilled water, q*_ 1,000 ml. 

pH 7.8 to 8.0 after sterilization. 

(5) Nutrient agar for carrying the 
test organism is the same as that de¬ 
scribed in (a) of this subdivision, ex¬ 
cept that the pH is 6.5 to 6.6 after sterili¬ 
zation. 

In lieu of preparing the media from the 
individual ingredients specified in this 
subdivision, they may be made from a 
dehydrated mixture that, when reconsti¬ 
tuted with distilled water, has the same 
composition as such media. Minor 
modification of the individual ingredients 
specified in this subdivision are permis¬ 
sible if the resulting media possess 
growth-promoting properties at least 
equal to the media described. 

(iii) Working standard. Dissolve a 
suitable quantity of the working stand¬ 
ard, accurately weighed, in sufficient 
0.1 M potassium phosphate buffer. pH 
8.0, to give a convenient stock solution. 
The stock solution, when stored under 
refrigeration, may be used for a period 
not exceeding 1 month. 

(iv) Preparation of sample. Dissolve 
a suitable quantity, accurately weighed, 
in O.lAf potassium phosphate buffer, pH 
8.0, to give a convenient stock solution. 
Further dilute volumetrically in 0.1 Af po¬ 
tassium phosphate buffer, pH 8.0, to 
make a solution containing 5.0 micro¬ 
grams of kanamycin per milliliter (esti¬ 
mated) . 

(v) Preparation of test organism . 
The test organism is Staphylococcus 
aureus <ATCC 6538P) which is main¬ 
tained on agar described in subdivision 
(ii) (b) of this subparagraph. From a 
stock slant, inoculate a Roux bottle con¬ 
taining the same agar and incubate for 
24 houfg at 32° C. to 35° C. Wash the 
growth from the agar surface with 50 
milliliters of sterile U.S.P. saline T.S. 
If an aliquot of this bulk suspension, 
when diluted 1:20 with sterile UJS.P. 
saline TJS., gives 25 percent light trans¬ 
mission in a suitable photoelectric color¬ 
imeter equipped with a filter having a 
wavelength of 580 and a test tube 
with an inside diameter of 13 millimeters 
as an absorption cell, it is satisfactory for 
use. It may be necessary to adjust the 
bulk suspension by dilution, so that an 
aliquot of the adjusted suspension di¬ 
luted 1:20 gives 25 percent light trans¬ 
mission. (The adjusted bulk suspen¬ 
sion only, and not the 1:20 dilution of it, 
is used in preparing the seed layer.) 
The bulk suspension may be stored for 1 
week under refrigeration. An aliquot of 
the adjusted bulk suspension is added 
to the agar described in subdivision (ii) 
(a) of this subparagraph, which has been 
melted and cooled to 48° C. Employ test 
plates to determine the quantity of the 
adjusted bulk suspension (usually 0.4 
milliliter) to be added to each 100 milli¬ 
liters of agar to give clear, sharp zones 
of inhibition of an appropriate size. 

(vi) Preparation of plates. Add 21 
milliliters of the agar prepared as de¬ 
scribed in subdivision (ii) (a) of this sub- 
paragraph to each Petri dish (20 milli¬ 
meters x 100 millimeters). Distribute 
the agar evenly in the plates and allow 
to harden. Use the plates the same day 


they are prepared. Add 4.0 milliliters of 
the inoculum prepared as described in 
subdivision (v) of this subparagraph to 
each plate, tilting the plates back and 
forth to spread the inoculated agar 
evenly over the surface. 

(vii) Standard curve. Prepare daily 
in O.lAf potassium phosphate buffer, 
pH 8.0, from the stock solution described 
in subdivision (iii) of this subparagraph, 
concentrations of 3.2, 4.0, 5.0, 6.25, and 
7.81 micrograms per milliliter of solution. 
A total of 12 plates is used in the prep¬ 
aration of the standard curve, three 
plates for each solution except the 5.0 
micrograms per milliliter solution. The 
latter concentration is used as the ref¬ 
erence point and is included on each 
plate. On each of three plates, fill three 
cylinders with the 5.0 microgram per 
milliliter standard and the other three 
cylinders with the concentration under 
test. Thus, there will be thirty-six 5- 
microgram determinations and nine de¬ 
terminations for each of the other points 
on the curve. After the plates have in¬ 
cubated, read the diameters of the circles 
of inhibition. Average the readings of 
the 5.0 micrograms per milliliter concen¬ 
tration and the readings of the concen¬ 
tration tested for each set of three plates 
and average also all 36 readings of the 5.0 
micrograms per milliliter concentration. 
The average of the 36 readings of the 5.0 
micrograms per milliliter concentration 
is the correction point for the curve. 
Correct the average value obtained for 
each point to the figure it would be if 
the 5.0 micrograms per ihilliliter reading 
for that set of three plates were the 
same as the correction point. Thus, if 
in correcting the 4.0-microgram concen¬ 
tration, the average of the 36 readings 
of the 5.0 micrograms per milliliter con¬ 
centration is 16.5 millimeters and the 
average of the 5.0 micrograms per milli¬ 
liter concentration of this set of three 
plates is 16.3 millimeters, the correction 
is -f 0.2 millimeter. If the average read¬ 
ings of the 4.0 micrograms per milliliter 
concentration of these same three plates 
is 15.9 millimeters, the corrected value 
is then 16.1 millimeters. Plot these cor¬ 
rected values, including the average of 
the 5.0 micrograms per milliliter concen¬ 
tration, on 2-cycle semilog paper, using 
the concentration in micrograms per 
milliliter as the ordinate (the logarith¬ 
mic scale) and the diameter of the zone 
of inhibition as the abscissa. Draw the 
standard curve through these points, 
either by Inspection or by means of the 
following equations: 

3a-f2b-f-c-c 


_ 3e+2 d + c-a 

H =- g -. 

where: 

L=Calculated zone diameter for the lowest 
concentration of the standard curve; 

H = Calculated zone diameter for the high¬ 
est concentration of the standard 
curve; 

c=Average zone diameter of 36 readings 
of the 5.0 micrograms per milliliter 
standard; 

a, b, d. e— Corrected average values for the 
3.2, 4.0, 6.25, and 7.81 micrograms 
per milliliter solutions, respectively. 

Plot the values obtained for L and II and 
connect wtih a straight line. 


(viii) Assay. Place six cylinders on 
the inoculated agar surface in each Petri 
dish prepared as described in subdivision 
(vi) of this subparagraph, so that they 
are at approximately 60° intervals on 2.8- 
centimeter radius. Use three plates for 
each sample. Fill three cylinders on 
each plate with the 5.0 micrograms per 
milliliter standard and three cylinders 
with the 5.0 micrograms per milliliter 
(estimated) sample, alternating stand¬ 
ard and sample. Incubate plates for 16 
hours to 18 hours at 32° C. to 35° C. 
and measure the diameter of each circle 
of inhibition. 

(ix) Estimation of potency. Average 
the zone readings of the standard and 
average the zone readings of the sample 
on the three plates used. If the sample 
gives larger average zone size than the 
average of the standard, add the differ¬ 
ence between them to the 5.0-microgram 
zone sizes of the standard curve. If the 
average value is lower than the standard 
value, subtract the difference between 
them from the 5.0-microgram value on 
the curve. From the curve, read the 
potencies corresponding to these cor¬ 
rected values of zone sizes. 

(2) Sterility. Using 500 milligrams 
from each container tested, proceed as 
directed in § 141a.2 of this chapter, ex¬ 
cept that neither penicillinase nor the 
control tube is used in the test for bac¬ 
teria. 

(3) Toxicity. Proceed as directed in 
§ 141a.4 of this chapter, using 0.5 milli¬ 
liter of a solution prepared by diluting 
the sample to approximately 2.0 milli¬ 
grams of kanamycin per milliliter with 
sterile U.S.P. saline T.S. 

(4) Pyrogens. Proceed as directed in 
§ 141a.3 of this chapter, using a test dose 
of 1.0 milliliter per kilogram of solution 
containing 10 milligrams of kanamycin 
per milliliter of sterile, pyrogen-free 
U.SP. saline TJ5. 

(5) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 

(6) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using a solu¬ 
tion containing 10 milligrams per milli¬ 
liter. 

(7) Residue on ignition. Proceed as 
directed in § 141e.401(g) of this chapter. 

(8) Identity. Dissolve about 10 milli¬ 
grams of kanamycin sulfate in 1 milli¬ 
liter of water, and add 1 milliliter of a 
1:500 solution of triketohydrindene hy¬ 
drate in normal butyl alcohol, then add 
0.5 milliliter of pyridine. Heat on a 
steam bath for 5 minutes, and add 10 
milliliters of water; a deep-purple color 
is produced. 

(9) Kanamycin B content —(i> Cylin¬ 
ders (cups) . Use cylinders described un¬ 
der § 141a.1(a) of this chapter. 

(ii) Culture medium. Use ingredients 
that conform to the standards prescribed 
by the U.S.P. or NJP. Make agar for 
the base and seed layers as follows: 


Peptone- 

Yeast extract_ 

Beef extract_ 

Agar- 

ph 7.8 to 8.0 after sterilization. 


6.0 gm. 
3.0 gm. 
1.5 gm. 
15.0 gm. 


(iii) Working standard. Dissolve a 
suitable quantity of the kanamycin su * 
fate reference standard, accurately 
weighed, in O.lAf potassium phosphate 
buffer, pH 8.0, to give a concentration 
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equivalent to 1.0 milligram of kanamycin 
per milliliter. 

<iv) Preparation of sample. To 50 
milligrams, accurately weighed, of kana¬ 
mycin sulfate in a suitable container 
<such as a 7.5-milliliter serum vial) add 
2.5 milliliters of 6N hydrochloric acid, 
and tightly close the container. Heat in 
a water bath at 100° C. for 1 hour, and 
cool. Add 2 milliliters of 6 N sodium 
hydroxide, then dilute with sterile O.lAf 
potassium phosphate buffer, pH 8.0, to 
obtain a concentration of the equivalent 
of 1 microgram of kanamycin B per 
milliliter (estimated). 

(v) Preparation of test organism. Use 
Bacillus subtilis (ATCC6633) maintained 
on the nutrient agar described in sub¬ 
division (ii) (b) of this subparagraph. 
Prom a stock slant, inoculate a Roux 
bottle containing approximately 300 
milliliters of the same agar and incubate 
for 24 hours at 32° C. to 35° C. Prepare 
a s]>ore suspension by the following 
method: Grow the organism for 6 days 
in a Roux bottle containing 300 milli¬ 
liters of nutrient agar described in (ii) 
(b) of this subparagraph, modified by 
the addition of 30o milligrams of 
MnSCVHaO per liter of nutrient agar. 
Wash and heat-shock the spore suspen¬ 
sion as described in (v) (a) of this sub¬ 
paragraph. Maintain the spore suspen¬ 
sion under refrigeration. Determine by 
appropriate tests the quantity of spore 
suspension to be added to each 100 
milliliters of agar for the secondary layer 
that will give clear, sharp zones of 
inhibition. 

(vi> Preparation of plates. Add 21 
milliliters of the agar prepared as de¬ 
scribed in this subparagraph to each 
Petri dish (20 millimeters x 100 milli¬ 
meters). Distribute the agar evenly in 
the plates and allow to harden. Use the 
plates the same day they are prepared. 
Add 4.0 milliliters of the fresh dally 
inoculum described in subdivision (iv) 
of this .subparagraph to each plate, tilt- 
tag the plates back and forth to spread 
the inoculated agar evenly over the 
surface. 

(vii) standard curve. Prepare on the 
day of testing in O.lAf potassium phos¬ 
phate buffer, pH 7.8 to 8.0, from the 
standard stock solution, sufficient vol¬ 
umes of the following concentrations: 
064 , 0 . 8 . 1.0, 1.25, and 1.56 micrograms 
Per milliliter. The 1.0 microgram per 
milliliter solution is the reference point 
of the standard curve. On each of three 
Plates fill three cylinders with the 1.0 
Jtacrogram per milliliter standard and 
the other three cylinders with the con¬ 
centration under test. Thus, there will 
be thirty-six 1.0-microgram determina- 
and nine determinations for each 
or the other points on the curve. After 
tne plates have incubated, read the 
mameters of the circles of inhibition. 
Average the readings of the 1.0 raicro- 
per milliliter concentration and 
me readings of the concentration test 
or each set of three plates and average 
aiso all 36 readings of the 1.0 microgram 
{■ er mill Uiter concentration. The aver¬ 
se of the 36 readings of the 1.0 micro- 
gram per milliliter concentration is the 
oirection point for the curve. Correct 
average value obtained for each 


point to the figure it would be if the 1.0 
microgram per milliliter reading for that 
set of three plates were the same as the 
correction point. Thus, if in correcting 
the 0.8-microgram concentration, the 
average of the 36 readings of the 1.0 
microgram per milliliter concentration 
is 16.5 millimeters and the average of the 
1.0 microgram per milliliter concentra¬ 
tion of this set of three plates is 16.3 
millimeters, the correction is H-0.2 milli¬ 
meter. If the average readings of the 
0.8 microgram per milliliter concentra¬ 
tion of these same three. j>lates is 15.9 
millimeters, the corrected value is 16.1 
millimeters. Plot these corrected values, 
including the average of the 1.0 micro¬ 
gram per milliliter concentration, on 
2-cycle semilogarithmic paper, using the 
concentration in micrograms per milli¬ 
liter as the ordinate and the diameter of 
the zone of inhibition as the abscissa. 
Draw the standard curve through these 
points, either by inspection or by means 
of the following equations: 

3a-f2b+c —e 


3e-f 2 cH*c—a 
6 


where: 

L — Calculated zone diameter for the lowest 
concentration of the standard curve; 

H =Calculated zone diameter for the high¬ 
est concentration of the standard 
curve; 

c=Average zone diameter of 36 readings 
of the 1.0 microgram per milliliter 
standard; 

a, b, d, e=Corrected average values for the 
0.64, 0 8. 1.0, 1.25, and 1.56 micro- 
grams per milliliter solutions, re¬ 
spectively. 

Plot the values obtained for L and H and 
connect with a straight line. 

(viii) Assay. Place six cylinders on 
the inoculated agar surface in each Petri 
dish prepared as described in subdivision 
(vi) of this subparagraph, so that they 
are at approximately 60° intervals on a 
2.8-centimeter radius. Use three plates 
for each sample. Fill three cylinders on 
each plate with the 1.0 microgram per 
milliliter standard and three cylinders 
with the 1.0 microgram (estimated) per 
milliliter sample, alternating standard 
and sample. Incubate plates for 16 
hours to 18 hours at 32° C. to 35° C., and 
measure the diameter of each circle of 
Inhibition. 

(ix) Estimation of kanamycin D con¬ 
tent. Average the zone readings of the 
standard and average the zone readings 
of the sample on the three plates used. 
If the sample gives larger average zone 
size than the average of the standard, 
add the difference between them to the 
1.0-microgram zone sizes of the standard 
curve. If the average value is lower than 
the standard value, subtract the differ¬ 
ence between them from the 1.0-mlcro- 
gram value on the curve. From the 
curve, read the kanamycin potencies cor¬ 
responding to these corrected values of 
zone sizes. Multiply the observed po¬ 
tency by 100 and divide by 126, to ob¬ 
tain a value representing the potency in 
terms of the milligram equivalent of 
kanamycin B. The calculated amount 
of kanamycin B is not more than 5 per¬ 
cent of the content of kanamycin found 


in subparagraph (1) (i) of this para¬ 
graph. 

(10) Crystallinity. Proceed as di¬ 
rected in § 141a.5(c) of this chapter. 

§ 148h.2 Kanamycin sulfate injection. 

(a) Requirements for certification — 

(1) Standards of identity, strength , 
quality, and purity. Kanamycin sulfate 
injection is an aqueous solution of kana¬ 
mycin sulfate with suitable end harmless 
buffer substances and preservatives. It 
contains either 250 milligrams of kana¬ 
mycin per milliliter or 1.0 gram of kana¬ 
mycin per 3.0 milliliters. It is sterile. 
It is nontoxic. It is nonpyrogenic. Its 
pH is not less than 3.5 and not more 
than 5 0. The kanamycin sulfate used 
conforms to the standards prescribed by 
§ 148h.l(a) (1) (i), (vii), (viii). and (ix). 
Each other substance used, if its name is 
-recognized in the U.S.P. or N.F., conforms 
to the standards prescribed therefor by 
such official compendium. 

(2) Labeling, (i) In addition to the 
requirements prescribed by § 148.3 of this 
chapter, the labeling of each package 
shall bear a warning to the effect that 
older patients and patients receiving a 
total dose of more than 20 grams of the 
drug should be carefully observed for 
signs of eighth-nerve damage. In pa¬ 
tients with impaired kidney function or 
with prerenal azotemia, the risk of severe 
ototoxic reaction that may result in per¬ 
manent deafness is sharply increased. 

(11) The expiration date is 12 months. 

(3) Request for certification. In ad¬ 
dition to the requirements of § 148.4 of 
this chapter, each such request shall 
contain: 

(i) Results of tests and assays on: 

(a) The kanamycin sulfate used in 
making the batch for potency, residue on 
ignition, moisture, identity, crystallinity, 
and kanamycin B content. 

(b) The batch for potency, sterility, 
toxicity, pyrogens, histamine, and pH. 

(ii) Samples required: 

(a) The kanamycin sulfate used in 
making the batch: 10 packages, each 
containing approximately 500 milli¬ 
grams. 

(b) The batch: 

(1) For all tests except sterility: Mini¬ 
mum of TO immediate containers. 

(2) For sterility testing: 10 Immediate 
containers. 

(c) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each containing approximately 5 grams. 

(4) Fees. $4.00 for each container in 
the samples submitted in accordance 
with subparagraph (3) (ii) (a) and (c) 
of this paragraph; $5.00 for each con¬ 
tainer in the sample submitted in accord¬ 
ance with subparagraph (3) (ii) (b) (I) 
of this paragraph; $10.00 for all con¬ 
tainers submitted in accordance with 
subparagraph (3) (ii) (b) (2) of this 
paragraph. 

(b) Tests and methods of assay —(1) 
j Potency . Proceed as directed in § 148h. 
1(b)(1), except prepare the sample for 
assay by introducing a representative ali¬ 
quot of the solution equivalent to one 
dose into a 100-milliliter volumetric flask 
and dilute to mark with O.lAf potassium 
phosphate buffer, pH 8.0. Mix thor- 
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oughly and make to proper estimated 
dilutions in pH 8.0 buffer to the pre¬ 
scribed reference point. The average 
potency is satisfactory if the immediate 
containers contain not less than 90 per¬ 
cent and not more than 115 percent of 
the number of milligrams they are repre¬ 
sented to contain. 

(2) Sterility. Using the entire con¬ 
tents of single-dose containers or the 
equivalent of approximately 500 milli¬ 
grams from each multiple-dose container 
tested, proceed as directed in § 141a.2 of 
this chapter, except that neither penicil¬ 
linase nor the control tube is used in the 
test for bacteria. 

(3) Toxicity. Proceed as directed in 
§ 148h.l(b) (3). 

(4) Pyrogens . Proceed as directed in 
§ 148h.l(b) (4). 

(5) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using un¬ 
diluted solution. 

§ 148h.3 Kunamycin sulfate capsules. 

(a) Requirements for certification — 

(1) Standards of identity , strength , 
quality, and purity. Kanamycin sulfate 
capsules are composed of crystalline 
kanamycin sulfate, with or without one 
or more suitable and harmless buffer 
substances, vegetable oils, preservatives, 
diluents, binders, lubricants, colorings, 
and flavorings, enclosed in gelatin cap¬ 
sules. Each capsule contains 500 milli¬ 
grams of kanamycin. The moisture 
content is not more than 4.0 percent. 
The crystalline kanamycin sulfate used 
conforms to the standards prescribed by 
§ 148h.l(a)(l) (i). (ill), (v), (vi), (vii), 
(viii), and (ix). Each other substance 
used, if its name is recognized in the 
U.S.P. or N.F., conforms to the standards 
prescribed therefor by such official 
compendium. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification. In ad¬ 
dition to the requirements of § 148.4 of 
this chapter, each such request shall 
contain: 

(i) Results of tests and assays on: 

(a) The kanamycin sulfate used in 
making the batch for potency, toxicity, 
moisture, pH, residue on ignition, iden¬ 
tity, and kanamycin B content. 

(b) The batch for potency and mois¬ 
ture. 

(ii) Samples required: 

(a) Kanamycin sulfate used in mak¬ 
ing the batch: 10 packages, each con¬ 
taining approximately 500 milligrams. 

(b) The batch: Minimum of 30 cap¬ 
sules. 

(c) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each containing approximately 5 grams. 

(4) Fees. $0.75 for each capsule in the 
sample submitted in accordance with 
subparagraph (3) (ii) (b) of this para¬ 
graph; $4.00 for each immediate con¬ 
tainer submitted in accordance with 
subparagraph (3) (ii) (a) and (c) of this 
paragraph. 

(b) Tests and methods of assay —(1) 
Potency. Proceed as directed in § 148h.l 
(b)(1), except prepare the sample for 
assay as follows: Place a representative 


number of capsules in a glass blending jar 
containing 500 milliliters of 0.1 Af potas¬ 
sium phosphate buffer, pH 7.8 to 8.0. 
Using a high-speed blender, blend 3 
minutes to 5 minutes, and then remove 
an aliquot and make to the proper esti¬ 
mated dilution in pH 8.0 buffer. 

The average potency of the capsules is 
satisfactory if they contain not less than 
90 percent and not more than 115 per¬ 
cent of the number of milligrams they 
are represented to contain. 

(2) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 

PART 148m—OLEANDOMYCIN 

§ 148m. 1 Oleandomycin phosphate* 


paragraph; $10.00 for all samples sub¬ 
mitted in accordance with subparagraph 
(4) (ii) (a) (2) and (b) (2) of this para¬ 
graph. 

(b) Tests and methods of assay —(l) 
Potency —(i) Cylinders (cups). Use 
cylinders described in $ 141a.l(a) of this 
chapter. 

(ii) Culture media — (a) Make nutri¬ 
ent agar for the seed and base layers as 
follows: 


Peptone- 6.0 gm. 

Pancreatic digest of casein_ 4.0 gm. 

Yeast extract_ 3.0 gm. 

Beef extract_ 1.5 gm. 

Dextrose_ l .0 gm. 

Agar.. 15.0 gm. 

Distilled water, qs_ 1.000.0 ml. 


pH 7.8 to 8.0 after sterilization. 


(a) Requirements for certification — 
(1) Standards of identity, strength , 
quality, and purity. Oleandomycin 
phosphate is the crystalline phosphate 
salt of a kind of oleandomycin or a mix¬ 
ture of two or more such salts. It is so 
purified and dried that: 

(1) Its potency is not less than 775 
micrograms of oleandomycin per milli¬ 
gram. 

(ii) It is sterile. 

(iii) It is nonpyrogenic. 

(iv) It is non toxic. 

(v) Its moisture content is not more 
than 5 percent. 

(vi) Its pH in a solution containing 
100 milligrams per milliliter is not less 
than 3.0 and not more than 6.0. 

(vii) Its residue on Ignition is not 
more than 1 percent. 

(viii) Its heavy metals content is not 
more than 100 parts per million. 

(ix) It gives a positive identity test. 

(2) Packaging. In addition to the re¬ 
quirements of § 148.2 of this chapter, if 
it is packaged for dispensing and is in¬ 
tended for intravenous or intramuscular 
use it shall contain 500 milligrams of 
oleandomycin. 

(3) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3(b) of this chapter. Its expira¬ 
tion date is 12 months. 

(4) Request for certification. In ad¬ 
dition to the requirements of § 148.4 of 
this chapter, each such request shall 
contain: 

(i) Results of tests and assays of the 
batch for potency, sterility, pyrogens, 
toxicity, moisture, pH, crystallinity, resi¬ 
due on ignition, heavy metals, and 
identity. 

(ii) Samples of the batch: 

(a) If the batch is packaged for re¬ 
packing or for use as an ingredient in 
the manufacture of another drug: 

(1) For all tests except sterility: 10 
packages, each containing equal portions 
of not less than 500 milligrams. 

(2) For sterility testing: 10 packages, 
each containing approximately 500 milli¬ 
grams. 

(b) If the batch is packaged for dis¬ 
pensing: 

(1) For all tests except sterility: A 
minimum of 10 immediate containers of 
the batch. 

(2) For sterility: 10 immediate con¬ 
tainers of the batch. 

(5) Fees. $5.00 for each container 
submitted in accordance with subpara¬ 
graph (4) (ii) (a)(1) and (b)(1) of this 


(b) Use the nutrient agar described 
in subsection (a) of this subdivision for 
maintaining the test organism, except 
that its pH after sterilization is 6.5 to 6.6. 
In lieu of preparing media from the in¬ 
dividual ingredients specified in this sub¬ 
division, they may be made from a 
dehydrated mixture which, when re¬ 
constituted with distilled water, has the 
same composition as such media. Minor 
modifications of the individual ingredi¬ 
ents specified in this subdivision are 
permissible if the resulting media possess 
growth-promoting properties at least 
equal to the media described. 

(iii) Working standard. Dissolve a 
suitable weighed quantity (usually 25 
milligrams or less) of the working stand¬ 
ard in 2 milliliters of ethyl alcohol, then 
add sufficient O.lAf potassium phosphate 
buffer, pH 8.0, to give a concentration of 
1,000 micrograms of oleandomycin base 
per milliliter. This stock solution may be 
kept in the refrigerator for 30 days. 

(iv) Preparation of sample. Dissolve 
the sample in sufficient O.lAf potassium 
phosphate buffer, pH 8.0, to give a con¬ 
venient stock solution. Further dilute 
in O.lAf potassium phosphate buffer, pH 
8.0, to give a final concentration of 5.0 
micrograms of oleandomycin per milli¬ 
liter (estimated). 

(v) Preparation of test organism . 
The test organism is Staphylococcus epl- 
dermidis (ATCC 12228), which is main¬ 
tained on slants of agar described in sub¬ 
division (ii) (b) of this subparagraph* 
Wash the organism from the agar slant 
with 3 milliliters of sterile U.Si'. 
saline T.S. onto a large agar surface 
such as that provided by a Roux bottle 
containing 300 milliliters of the agar de¬ 
scribed in subdivision (ii) (b) of this sub 
paragraph. Spread the suspension 
organisms over the entire agar sui 
with the aid of sterile glass beads, in¬ 
cubate for 24 hours at 32° C. to 35 C. 
then wash the resulting growth from tne 
agar surface with about 50 

sterile U.S.P. saline T.S. Standardize 
the suspension so that a 1:25 d> u1 
of it will give 25 percent light tra f SI " , 
sion, using a suitable photoelectric coi 
orimeter with a 580 -millimicron 
and a 13 -millimeter diameter test 
as an absorption cell. Bun test P 
to determine the quantity of t 
suspension (usually 0.16 “tmUterit ^ 
should be added to each 100 miUUite 
agar to give clear, sharp zones of •' 
firm of aonroDriate size. 
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(vi) Preparation of plates . Add 21 
milliliters of the agar prepared as de¬ 
scribed in subdivision (ii) (a) of this sub- 
paragraph to each Petri dish (20 milli¬ 
meters x 100 millimeters). Distribute 
the agar evenly in the plates and allow 
it to harden. Use the plates the same 
day they are prepared. Melt a sufficient 
amount of the agar described in subdivi¬ 
sion (ii) (a) of this subparagraph, cool 
to 48° C., add the proper amount of the 
test organism as described in subdivision 
(v) of this subparagraph, and mix thor¬ 
oughly. Add 4 milliliters of this inocu¬ 
lated agar to each Petri dish. Distribute 
the agar evenly in the plates, cover with 
porcelain covers glazed on the outside, 
and allow to harden. After the agar has 
hardened, place 6 cylinders on the agar 
surface so that they are at approximately 
60° intervals on a 2 . 8 -centimeter radius. 

(vil) Standard curve . Prepare the 
daily standard curve by further diluting 
the 1,000 micrograms per milliliter stock 
solution in 0.1 Af potassium phosphate 
buffer. pH 8.0, to obtain concentrations 
of 3.2, 4.0, 5.0, 6.25 and 7.80 micrograms 
of oleandomycin per milliliter. Use three 
plates for the determination of each 
point on the curve, except the 5.0 micro- 
grams per milliliter concentration, a 
total of 12 plates. On each of three 
plates, fill three cylinders with the 5.0 
miciograms per milliliter standard and 
the other three cylinders with the con¬ 
centration under test. Thus, there will 
be thirty-six 5 -microgram determina¬ 
tions and nine determinations for each 
of the other points on the curve. After 
incubation, read the diameters of the 
circles of inhibition in the plates. Aver¬ 
age the readings of the 5.0 micrograms 
per milliliter concentration and the read¬ 
ings of the point tested for each set of 
three plates and average also all 36 read¬ 
ings of the 5.0 micrograms per milliliter 
concentration. The average of the 36 
readings of the 5.0 microgTams per milli¬ 
liter concentration is the correction point 
for the curve. Correct the average value 
obtained for each point to the figure it 
would be if the 5.0 micrograms per milli¬ 
liter reading for that set of three plates 
were the same as the correction point. 
Thus, if in correcting the 4.0-microgram 
concentration, the average of the 36 
readings of the 5.0 microgram concen¬ 
tration were 20 millimeters and the aver¬ 
age of the 5.0-microgram concentration 
or this set of three plates were 19.8 milli¬ 
meters, the correction would be -t-0.2 
millimeter. If the average reading of 
the 4.0-microgram concentration of these 
same three plates were 19.0 millimeters, 
the corrected value would be 19.2 milli¬ 
meters. Plot these corrected values, in¬ 
cluding the average of the 5.0 micro- 
Erams per milliliter concentration, on 
f "f f. cle * semll °S Paper, using the concen- 
rations in micrograms per milliliter as 
jue ordinate (the logarithmic scale) and 
the diameter of the zone of inhibition as 
e abs cissa. Draw the standard curve 
lough these points, either by inspec¬ 
tions^ ^ means °* ^e following equa- 

No. 116— Pt. ii- 3 


3a-f2b-}-o —e 

L - g -- 

„ T 8e+2d-f-:c —a 

H=—-—. 

where: 

L = Calculated zone diameter for the lowest 
concentration of the standard curve; 

H —Calculated zone diameter for the high¬ 
est concentration of the standard 
curve; 

e=Average zone diameter of 30 readings 
of the 5.0 micrograms per milliliter 
standard; 

a, b, d, e=Corrected average values for 3.2 
4.0, 6.25, and 7.81 micrograms per 
milliliter standard solutions, re¬ 
spectively. 

Plot the values obtained for L and H and 
connect with a straight line. 

(viii) Assay. Use three plates for 
each sample. Pill three cylinders on 
each plate with the standard 5.0 micro¬ 
grams per milliliter solution and three 
cylinders with the 5.0 micrograms per 
milliliter (estimated) sample, alternat¬ 
ing standard and sample. Incubate all 
plates. Including those containing the 
standard curve at 32° C.-35 0 C. overnight, 
and measure the diameter of each circle 
of inhibition. To estimate the potency 
of the sample, average the zone readings 
of the standard and the zone readings of 
the sample on the three plates used. If 
the sample gives a larger zone size than 
the average of the standard, add the dif¬ 
ference between them to the 5.0 micro¬ 
grams per milliliter zone on the standard 
curve. If the average sample value is 
lower than the standard value, subtract 
the difference between them from the 
5.0 micrograms per milliliter value on the 
curve, and read the potencies correspond¬ 
ing to these corrected values of zone 
sizes. 

(2) Sterility. Using 500 milligrams 
from each container tested, proceed as 
directed in § 141a.2 of this chapter, ex¬ 
cept that neither penicillinase nor the 
control tube is used in the test for bac¬ 
teria. 

(3) Pyrogens. Proceed as directed in 
§ 141a.3 of this chapter, using sterile, 
pyrogen-free saline T.S. as a diluent, 
and inject 1.0 milliliter per kilogram of a 
solution containing 10 milligrams of 
oleandomycin per milliliter. 

(4) Toxicity. Proceed as directed in 
§ 141a.4 of this chapter, except inject 0.5 
milliliter of a solution in sterile saline 
T.S. containing 8 milligrams of oleando¬ 
mycin per milliliter. 

(5) Moisture. Proceed as directed in 
§ 141a.26(e) of this chapter, except use 
a sample of approximately 1 gram, ac¬ 
curately weighed. 

(6) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using a solu¬ 
tion containing 100 milligrams of the 
sample per milliliter. 

(7) Crystallinity. Proceed as directed 
in § 141a.5(c) of this chapter. 

(8) Residue on ignition. Proceed as 
directed in § 141e.401(g) of this chapter. 

(9) Heavy metals —(i) Preparation 
of reagents —(a) Ammonia , T.S. Pre¬ 
pare an aqueous solution containing not 


less than 9 grams and not more than 10 
grams of NH 3 per 100 milliliters. 

<b) Diluted acetic acid. Dilute 60.0 
milliliters of glacial acetic acid with suf¬ 
ficient water to give a solution of 1,000 
milliliters. 

(c) Hydrogen sulfiide, T.S. Prepare a 
saturated solution of hydrogen sulfide by 
passing HaS into cold water for a suffi¬ 
cient time. It is suitable if it produces 
at once a copious precipitate when added 
to an equal volume of IN ferric chloride. 
Prepare a fresh solution of hydrogen sul¬ 
fide T.S. each time a metals test is per¬ 
formed. 

<d) Lead nitrate stock solution. Dis¬ 
solve 159.8 milligrams of lead nitrate 
with 100 milliliters of water to which has 
been added 1 milliliter of nitric acid, and 
adjust with water to a volume of 1,000 
milliliters. Prepare and store this solu¬ 
tion in glass containers free from soluble 
lead salts. 

ie) Standard lead solution. Dilute a 
10.0-milliliter aliquot of the lead nitrate 
stock solution to 100 milliliters with wa¬ 
ter. This solution must be freshly pre¬ 
pared each time a heavy metals test is 
performed. One milliliter of this stand¬ 
ard lead solution represents a level of 10 
parts per million of lead. 

(ii) Preparation of the sample. Use 
the sulfated ash obtained in the ash con¬ 
tent test, or if necessary ash a separate 
weighing of 1.0 gram, accurately 
weighed, or 0.5 gram if the heavy metals 
limit is more than 30 parts per million. 
If a separate weighing of the substance 
is made, carefully Ignite in a porcelain 
crucible at a low temperature until 
thoroughly charred. The crucible may 
be loosely covered with a porcelain lid 
during the charring. Add to the con¬ 
tents of the crucible 2 milliliters of nitric 
acid and 5 drops of sulfuric acid, and 
cautiously heat until white fumes are 
evolved, then ignite, preferably in a 
muffle furnace at 500° C. to 600° C. for 3 
hours or until the carbon is all burned 
off. After cooling, add 2 milliliters of 
hydrochloric acid, and slowly evaporate 
to dryness on a steam bath. Moisten the 
residue with 1 drop of hydrochloric acid, 
add 10 milliliters of hot water, and digest 
for 2 minutes. Add, dropwise, ammonia 
T.S. until the solution is just alkaline to 
litmus paper, then add, dropwise, diluted 
acetic acid until the solution is slightly 
acid to litmus paper, and then add an 
excess of 2 milliliters of the diluted 
acetic acid. Filter if necessary, wash the 
crucible and the filter with about 10 
milliliters of water, and dilute to exactly 
25 milliliters. 

(ill) Procedure. Place in a 50-milli¬ 
liter Nessler tube 2 milliliters of diluted 
acetic acid and exactly the quantity of 
standard lead solution containing the 
lead equivalent of the heavy metals limit 
specified for the substance to be tested 
and add w’ater to make 25 milliliters. 
Transfer the 25-milliliter solution of the 
sample, subdivision (ii) of this subpara¬ 
graph, to a 50-milliliter Nessler tube, and 
add 10 milliliters of hydrogen sulfide 
T JS. to each tube, mix, allow to stand 
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for 10 minutes, and view downward over 
a white surface; the color of the solution 
of the sample should be no darker than 
the standard that contains the lead 
equivalent of the heavy metals limit 
of the test. 

(10) Identity. Dissolve about 10 mil¬ 
ligrams of oleandomycin phosphate in 
5 milliliters of hydrochloric acid and heat 
the solution in a water bath; a greenish- 
yellow color is produced. 

(Sec. 507, 59 Stat. 463, as amended, 76 Stat. 
785, 786, 787; 21 UB.C. 357) 

Effective date. This order shall be¬ 
come effective 60 days from the date of 
its publication in the Federal Register. 

(Sec. 507, 59 Stat. 463 as amended; 21 U.S.C. 
357) 

Dated: June 2, 1964. 

Geo. P. Larrick, 

Commissioner of Food and Drugs. 

[F.R. Doc. 64-5686; Filed, June 12, 1964; 
8:45 a.m.] 


TESTS AND METHODS OF ASSAY AND 
CERTIFICATION OF ANTIBIOTIC 
DRUGS SUBJECT TO DRUG AMEND¬ 
MENTS OF 1962 

The Commissioner of Food and Drugs 
has evaluated the views and comments 
received in response to the notice of 
proposed rulemaking published in the 
Federal Register of May 2, 1963 (28 
F.R. 4382), and has concluded that the 
following regulations should issue for 
the certification of certain antibotic 
drugs subject to the Drug Amendments 
of 1962 (76 Stat. 785-787; Public Law 
87-781). Therefore, pursuant to the 
provisions of the Federal Food, Drug, 
and Cosmetic Act (sec. 507. 59 Stat. 463 
as amended; 21 U.S.C. 357), and under 
the authority delegated to him by the 
Secretary of Health, Education, and Wel¬ 
fare (21 CFR 2.90; 29 F.R. 471), Title 21 
is amended as hereinafter set forth. In¬ 
cluded in this order are three sections 
(148e.29, 148e.30, and 148e.31) not in¬ 
cluded in any prior notice. Section 
148e.29 Erythromycin ethylsuccinate 
chewable tablets and § 148e.30 Erythro¬ 
mycin estolate chewable tablets are new 
dosage forms developed since publica¬ 
tion of the notice of proposed rulemak¬ 
ing of May 2, 1963. These new erythro¬ 
mycin preparations have been found to 
be safe and efficacious, conditions pre¬ 
requisite to their certification, and are 
therefore incorporated in the part as¬ 
signed to other erythromycin prepara¬ 
tions. The information on which 
§ 148e.31 Erythromycin ophthalmic oint¬ 
ment is based was included in the notice 
of proposed rulemaking of May 2, 1963, 
under § 148e.l4 Erythromycin ointment. 
As proposed, § 148e.l4 included erythro¬ 
mycin topical ointment and erythromy¬ 
cin ophthalmic ointment. In this order 
the two types of ointment are assigned 
individual monographs. 

part 146—GENERAL REGULATIONS 
FOR THE CERTIFICATION OF ANTI¬ 
BIOTIC AND ANTIBIOTIC- 
CONTAINING DRUGS 

1. Section 146.1 is amended in the fol¬ 
lowing respects: 


a. By adding to paragraph (c) (1) the 
following new subdivisions: 

§ 146.1 Definition* and interpretations 
applicable to all certifiable antibiotic 
drugs. 

• • • * • 

(C) • • • 

( 1 ) • • • 

(iii) The term “unit” applied to 
nystatin means the nystatin activity 
(potency) contained in 0.2817 micro- 
gram of the nystatin master standard 
when dried for 2 hours at 40* C. and a 
pressure of 5 millimeters or less. 

(iv) The term “unit” applied to poly¬ 
myxin B means the polymyxin activity 
(potency) contained in 1.2739 micro¬ 
grams of the polymyxin B master stand¬ 
ard when dried for 3 hours at 60* C. 
and a pressure of 5 millimeters or less. 

b. By adding to paragraph (c) (2) the 
following new subdivisions: 

(c) * * • 

( 2 ) • • • 

(x) The term “microgram” applied to 
amphomycin means the amphomycin 
activity (potency) contained in 0.9355 
microgram of the amphomycin master 
standard when dried for 4 hours at 60° 
C. and a pressure of 5 millimeters or less. 

(xi) The term “microgram” applied to 
amphotericin A means the amphotericin 
A activity (potency) contained in 1.0 
microgram of the amphotericin A mas¬ 
ter standard when dried for 3 hours at 
60* C. and a pressure of 5 millimeters 
or less. 

(xii) The term “microgram” applied 
to amphotericin B means the ampho¬ 
tericin B activity (potency) contained in 
1.124 micrograms of the amphotericin B 
master standard when dried for 3 hours 
at 60° C. and a pressure of 5 millimeters 
or less. 

(xiii) The term “microgram” applied 
to colistin means the colistin base ac¬ 
tivity (potency) contained in 1.495 mi¬ 
crograms of the colistin master standard 
when dried for 3 hours at 60* C. and a 
pressure of 5 millimeters or less. 

(xiv) The terms “microgram” applied 
to colistimethate means the activity (po¬ 
tency) calculated as colistin base that is 
contained in 1.938 micrograms of the 
colistimethate master standard when 
dried for 3 hours at 60° C. and a pressure 
of 5 millimeters or less. 

(xv) The term “microgram” applied 
to cycloserine means the cycloserine ac¬ 
tivity (potency) contained in 1.0 micro¬ 
gram of the cycloserine master standard 
when dried for 3 hours at 60° C. and a 
pressure of 5 millimeters or less. 

(xvi) The term “microgram” applied 
to erythromycin means the erythromy¬ 
cin base activity (potency) contained in 
1.02 micrograms of the erythromycin 
master standard when dried for 3 hours 
at 60° C. and a pressure of 5 millimeters 
or less. 

(xvii) The term “microgram” applied 
to gramicidin means the gramicidin ac¬ 
tivity (potency) contained in 1.0 micro¬ 
gram of the gramicidin master standard 
when dried for 3 hours at 60° C. and a 
pressure of 5 millimeters or less. 

(xviii) The term “microgram” applied 
to griseofulvin means the griseofulvin 
activity (potency) contained in 1.0 


microgram of the griseofulvin master 
standard. 

(xix) The term “microgram” applied 

to kanamycin means the kanamycln base 
activity (potency) contained in 1.299 

micrograms of the kanamycin master 

standard. 

(xx) The term “microgram” applied 

to neomycin means the neomycin base 
activity (potency) contained in 1.429 

micrograms of the neomycin master 
standard when dried for 3 hours at 60’ 
C. and a pressure of 5 millimeters or less. 

(xxi) The term “microgram” applied 

to novobiocin means the novobiocin acid 
activity (potency) contained in 1.033 

micrograms of the novobiocin master 
standard when dried for 3 hours at 60* 
C. and a pressure of 5 millimeters or less. 

(xxii) The term “microgram” applied 
to oleandomycin means the oleandomy¬ 
cin base activity (potency) contained in 
1.176 micrograms of the oleandomycin 
master standard. 

(xxiii) [Reserved] 

(xxiv) The term “microgram” applied 
to oxytetracycline means the oxytetracy- 
cline base activity (potency) contained 
in 1.13 micrograms of the oxytetracyline 
master standard. 

(xxv) The term “microgram” applied 
to paromomycin means the paromomycin 
base activity (potency) contained in 
1.333 micrograms of paromomycin mas¬ 
ter standard. 

(xxvi) The term “microgram” applied 
to tyrothricin means the activity (po¬ 
tency) contained in 0.2 microgram of the 
gramicidin master standard when dried 
for 3 hours at 60° C. and a pressure of 
5 millimeters or less. 

(xxvii) The term “microgram“ applied 
to vancomycin means the vancomycin 
base activity (potency) contained in 1.25 
micrograms of the vancomycin master 
standard. 

(xxviii) The term “microgram” ap¬ 
plied to viomycin means the viomycin 
base activity (potency) contained in 
1.355 micrograms of the viomycin master 
standard when dried for 3 hours at 60 a 
C. and a pressure of 5 millimeters or less. 

c. By adding to paragraph (d) the fol¬ 
lowing new subparagraphs: 

(<!)••• 

(2) The term “amphotericin A working 
standard” means a specific lot of a homo¬ 
geneous preparation of amphotericin A. 

(3) The term “amphotericin B work¬ 
ing standard” means a specific lot of a 
homogeneous preparation of amphoteri¬ 
cin B. 

(12) The term “amphomycin working 
standard” means a specific lot of a homo¬ 
geneous preparation of amphyomycin. 

(13) The term “colistin working stand¬ 
ard” means a specific lot of a homogene¬ 
ous preparation of colistin. 

(14) The term “colistimethate work¬ 

ing standard” means a specific lot ol * 
homogeneous preparation of colnt - 
methate. .. 

(15) The term “cycloserine working 
standard” means a specific lot of a homo¬ 
geneous preparation of cycloserine. 

(16) The term “erythromycin working 
standard” means a specific lot of a ho 
geneous preparation of erythromycin 







FEDERAL REGISTER 


7643 


Saturday, June 13, 1961 


(17) The term “gramicidin working 
standard” means a specific lot of a homo¬ 
geneous preparation of gramicidin. 

(18) The term “griseofulvin working 
standard” means a specific lot of a homo¬ 
geneous preparation of griseofulvin. 

(19) The term “kanamycin working 
standard” means a specific lot of a homo¬ 
geneous preparation of kanamycin. 

(20> The term “neomycin working 
standard” means a specific lot of a homo¬ 
geneous preparation of neomycin. 

(21 > The term “novobiocin working 
standard” means a specific lot of a homo¬ 
geneous preparation of novobiocin. 

(22) The term “nystatin working 
standard” means a specific lot of a homo¬ 
geneous preparation of nystatin. 

(23) The term “oleandomycin working 
standard” means a specific lot of a homo¬ 
geneous preparation of oleandomycin. 

(24) (Reserved! 

(25) The term “oxytetracycline work¬ 
ing standard” means a specific lot of a 
homogeneous preparation of oxytetracy- 

cline. 

(26) The term “paromomycin working 
standard” means a specific lot of a homo¬ 
geneous preparation of paromomycin. 

(27) The term “polymyxin B working 
standard” means a specific lot of a homo¬ 
geneous preparation of polymyxin B. 

(28) The term “vancomycin working 
standard” means a specific lot of a homo¬ 
geneous preparation of vancomycin. 

(29) The term “viomycin working 
standard” means a specific lot of a homo¬ 
geneous preparation of viomycin. 

d. By changing paragraph (g) and the 
introduction to paragraph <h) to read: 

(g) Except as specifically provided by 
the regulations in this chapter, no pro¬ 
vision of any regulation shall be con¬ 
strued as exempting any certifiable anti¬ 
biotic drug from any applicable provision 
of tlie act or any regulation thereunder. 

(h) The regulations in this chapter, 
prescribing tests and methods of assay 
for antibiotic and antibiotic-containing 
onigs, shall not be construed as prevent- 

tlie Commissioner from using any 
other test or method of assay in his in¬ 
vestigations to determine whether or not: 

2 . Title 21, Chapter I, is amended by 
adding thereto the following new parts: 1 


8w. 

148e.l 

1480.3 

l48e.4 

148e.5 

I48e.6 

148e.7 

148e.8 

148C.0 


PART 148e—ERYTHROMYCIN 


Erythromycin. 

Erythromycin ethyl car bon ate. 
Erythromycin gluceptate. 

I Reserved! 

Erythromycin estolate. 

Erythromycin stearate. 

Erythromycin ethylsuccinate. 
Erythromycin sullate. 

Erythromycin ethylsuccinate-sulfa- 
nllamlde dental powder. 
Erythromycin ethylsuccinate gran¬ 
ules for oral suspension. 
Erythromycin ethylcarbonate for 
oral suspension. 

Erythromycin estolate for oral sus¬ 
pension. 

Erythromycin ethylsuccinate oral 
l 4 o. 14 suspension. 

HSe is “Vythromycia ointment. 

Erythromycin-neomycin sulfate 
_ oin tment. 

porU ° ni! ot proposal will be 
^ D V a subsequent order. 


148e.lo 

H8e.li 

l* 8 e.l 2 

148e.l3 


Sec. 

148c.16 Erythromycin-polymyxin 0 sulfate 
ointment. 

148e.l7 Erythromycin estolate capsules. 
148e.l8 [Reserved] 

148e.l9 Erythromycin gluceptate dental 
cones. 

148eJ20 Erythromycin gluceptate-polymyxin 
0 sulfate-benzocaine for otic 
solution. 

148e.21 Erythromycin sulfate-polymyxin 0 
sulfate-pramoxlne hydrochloride 
otic solution. 

148e.22 Erythromycin estolate for pediatric 
drops. 

148e.23 [Reserved] 

148e.24 Erythromycin enteric-coated tablets. 
148e.25 Erythromycin lactobionate for in¬ 
travenous infusion. 

148e.26 Erythromycin tablets. 

148e.27 Erythromycin stearate tablets. 
148e.28 Erythromycin estolate tablets with 
sulfonamides. 

148e.29 Erythromycin ethylsuccinate chew- 
able tablets. 

148e.30 Erythromycin estolate chewable 
tablets. 

148e.31 Erythromycin ophthalmic ointment. 

Authority: The provisions of this Part 
148e issued under sec. 607, 69 Stat. 463. as 
amended 76 Stat. 785, 786, 787; 21 UJ3.C. 357. 

§ MBe.l Erythromycin. 

(a) Requirements lor certification — 

(1) Standards of identity, strength, qual¬ 
ity, and purity. Erythromycin Is the 
odorless, white to grayish-white or 
slightly yellow crystalline compound of 
a kind of erythromycin or a mixture of 
two or more such compounds. It is so 
purified and dried that: 

(1) It contains not less than 850 micro¬ 
grams of erythromycin per milligram 
calculated on an anhydrous basis. 

(ii) It is nontoxic. 

(ill) Its moisture content is not more 
than 10 percent. 

(iv) Its pH in a saturated aqueous so¬ 
lution, prepared by using 100 milligrams 
of erythromycin per milliliter, is not less 
than 8.0 nor more than 10.5. 

(v) Its residue on ignition is not more 
than 2.0 percent. 

(vi) Its heavy metals content is not 
more than 50 parts per million. 

(vii) It gives a positive identity test 
for erythromycin. 

(2) Labeling . It shall be labeled In 
accordance with the requirements of 
§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification; samples. 
In addition to the requirements of § 148.4 
of this chapter, each such request shall 
contain: 

(i) Results of tests and assays on the 
batch for potency, toxicity, moisture, res¬ 
idue on ignition, heavy metals, pH, 
identity, and crystallinity. 

(ii) Samples required: 10 packages, 
each containing not less than 500 milli¬ 
grams. 

(4) Fees. $4.00 for each container 
submitted in accordance with subpara¬ 
graph (3) (ii) of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency (i) Cylinders (cups) . Use cyl¬ 
inders described under 5 141a.l(a) of this 
chapter. 

(ii) Culture media. Use ingredients 
that conform to the standards prescribed 
by the U.6P. or N.F. Make nutrient 
agar as follows: 


(a) For carrying the test organism: 


Peptone _ 6.0 gm. 

Pancreatic digest of casein- 4.0 gm. 

Yeast extract_ 3.0 gm. 

Beef extract- 1.5 gm. 

Dextrose _ 1.0 gm. 

Agar_15.0 gm. 

Distilled water, q.s__ 1,000.0 ml. 


pH 6.5 to 6.6 after sterilization. 

(b) For base and seed layers: Same 
formulation as in (a), except adjust the 
medium to pH 8.0 after sterilization. 

In lieu of preparing the media from the 
individual ingredients specified in this 
subdivision, they may be made from a 
dehydrated mixture which, when recon¬ 
stituted with distilled water, has the 
same composition as such media. 
Minor modifications of the individual 
ingredients specified in this subdivision 
are permissible if the resulting media 
possess growth-promoting properties at 
least equal to the media described. 

(iii) Working standard. Dry approx¬ 
imately 30 milligrams of the working 
standard for 3 hours at 60° C. and a pres¬ 
sure of 5 millimeters or less. Determine 
tlie dry weight and dissolve the dried 
working standard in sufficient methyl 
alcohol to give a concentration of 10,000 
micrograms of erythromycin base per 
milliliter. Further dilute with O.lAf 
potassium phosphate buffer, pH 8.0, to 
give a stock solution of 1,000 micrograms 
of erythromycin base per milliliter. 
This stock solution may be kept under 
refrigeration for 14 days. 

(iv) Preparation of sample. Dissolve 
an accurately weighed amount of the 
sample (approximately 50 milligrams) 
in approximately 5.0 milliliters of methyl 
alcohol and further dilute in 0.1M potas¬ 
sium phosphate buffer, pH 8.0, to make a 
solution containing 1.0 milligram of 
erythromycin base per milliliter (esti¬ 
mated). Further dilute an aliquot to 
the reference point of the assay with 
0.1 M potassium phosphate buffer, pH 8.0. 

(v) Preparation of test organism. 
The test organism is Sarcina lutea 
(ATCC 9341), which is maintained on 
slants of agar described under (ii) (a) 
of this subparagraph. Wash the or¬ 
ganism from the agar slant with 3 milli¬ 
liters of sterilized U.S.P. saline T.S. onto 
a large agar surface such as that pro¬ 
vided by a Roux bottle containing 300 
milliliters of the agar described in (ii) 
(a) of this subparagraph. Spread the 
suspension of organism over the entire 
agar surface with the aid of sterile glass 
beads. Incubate for 24 hours at 32° 
C.-35° C., and then wash the resulting 
growth from the agar surface with about 
50 milliliters of sterilized U.SJ?. saline 
T.S. Standardize the suspension so that 
a 1:40 dilution of it will give 25 percent 
light transmission, using a suitable 
photoelectric colorimeter with a 580- 
millimicron filter and a 13-millimeter 
diameter test tube as an absorption cell. 
Run test plates to determine the quan¬ 
tity of the bulk suspension (usually 1.5 
milliliters) that should be added to each 
100 milliliters of agar to give clear, sharp 
zones of inhibition of appropriate size. 

(vi) Preparation of plates. Add 21 
milliliters of the agar prepared as de¬ 
scribed in (ii) (b) of this subparagraph 
to each Petri dish (20 millimeters x 100 
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millimeters). Distribute the agar evenly 
on the plates and allow it to harden. 
Use the plates the same day they are 
prepared. Melt a sufficient amount of 
the agar described in (ii) (b) of this sub- 
paragraph, cool to 48° C., add the proper 
amount of the test organism as described 
in (v) of this subparagraph, and mix 
thoroughly. Add 4 milliliters of this 
inoculated agar to each Petri dish. Dis¬ 
tribute the agar evenly on the plates, 
cover with porcelain covers glazed on the 
outside, and allow to harden. After the 
agar has hardened, place six cylinders 
on the agar surface so that they are at 
approximately 60° intervals on a 2.8- 
centimeter radius. 

(vii) Standard curve. Prepare daily 
in O.Lflf potassium phosphate buffer, pH 
8.0, from the stock solution described in 
(ill) of this subparagraph, concentra¬ 
tions of 0.64, 0:80, 1.0, 1.25, and 1.56 mi¬ 
crograms of erythromycin per milliliter. 
A. total of 12 plates is used in the prep¬ 
aration of the standard curve, three 
plates for each solution except the 1.0 
microgram per milliliter solution. The 
latter concentration is used as the refer¬ 
ence point and is included on each plate. 
On each of three plates fill three cylin¬ 
ders with the* 1.0 microgram per milli¬ 
liter standard and the other three cylin¬ 
ders with the concentration under test. 
Thus, there will be thirty-six 1-micro¬ 
gram determinations and nine determi¬ 
nations for each of the other points on 
the curve. After the plates have in¬ 
cubated, read the diameters of the circles 
of inhibition. Average the readings of 
the 1.0 microgram per milliliter concen¬ 
tration and the readings of the point 
tested for each set of three plates, and 
average also all 36 readings of the 1.0 
microgram per milliliter concentration. 
The average of the 36 readings of the 1.0 
microgram per milliliter concentration is 
the correction point for the curve. Cor¬ 
rect the average value obtained for each 
point to the figure it would be if the 1.0 
microgram per milliliter reading for that 
set of three plates were the same as the 
correction point. Thus, if in correcting 
the 0.8-microgram concentration, the 
average of the 36 readings of the 1.0 mi¬ 
crogram per milliliter concentration is 
16.5 millimeters and the average of the 
1.0 microgram per milliliter concentra¬ 
tion of this set of three plates is 16.3 mil¬ 
limeters, the correction is 0.2 millimeter. 
If the average readings of the 0.8 micro¬ 
gram per millimeter concentration of 
these same three plates is 15.9 milli¬ 
meters, the corrected value is then 16.1 
millimeters. Plot these corrected values, 
including the average of the 1.0 micro- 
gram per milliliter concentration, on 
2-cycle semilog paper, using the concen¬ 
tration in micrograms per milliliter as 
the ordinate (the logarithmic scale) and 
the diameter of the zone of inhibition as 
the abscissa. Draw the standard curve 
through these points, either by inspection 
or by means of the following equations: 

_ 3o+2b4 c—e 

---. 
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where: 

L=Calculated zone diameter for the lowest 
concentration of the standard curve; 

H =Calculated zone diameter for the high¬ 
est concentration of the standard 
curve; 

c =Average zone diameter of 30 readings 
of the 1.0 micrograms per milliliter 
standard; 

a, b, d, e =Corrected average values for 
0.04, 0.80. 1.25, and 1.56 micrograms 
per milliliter solutions, respectively. 

Plot the values obtained for L and H and 
connect with a straight line. 

(viii) Assay. Use three plates for each 
sample. Fill three cylinders on each 
plate with the standard 1.0 microgram 
per milliliter solution and three cylinders 
with the 1.0 microgram per milliliter 
(estimated) sample, alternating stand¬ 
ard and sample. Incubate all plates, in¬ 
cluding those containing the standard 
curve, at 32° C.-35° C. overnight, and 
measure the diameter of each circle of 
inhibition. To estimate the potency of 
the sample, average the zone readings of 
the standard and the zone readings of 
the sample on the three plates used. If 
the sample gives a larger zone size than 
the average of the standard, add the dif¬ 
ference between them to the 1.0 micro- 
gram per milliliter zone on the standard 
curve. If the average sample value is 
lower than the standard value, subtract 
the difference between them from the 1.0 
microgram per milliliter value on the 
curve. From the standard curve, read 
the potencies corresponding to the cor¬ 
rected values of zone sizes. 

(2) Toxicity. Proceed as directed in 
§ 14Id.305(b) of this chapter, except ad¬ 
minister orally 1.0 milliliter of a suspen¬ 
sion of the drug containing 30 milligrams 
of erythromycin per milliliter in 10-per¬ 
cent acacia solution. 

(3) Moisture. Proceed as directed in 
§ 141a.26(e) of. this chapter. 

(4) pH. Using a saturated aqueous 
solution (100 milligrams of erythromycin 
per milliliter) proceed as directed in 
§ 141a.5(b) of this chapter. 

(5) Residue on ignition. Proceed as 
directed in § 141e.401(g) of this chapter. 

(6) Heavy metals . Proceed as de¬ 
scribed in § 148m.1(b) (9) of this chapter. 

(7) Crystallinity. Proceed as directed 
in § 141a.5(c) of this chapter. 

(8) Identity test. The infrared ab¬ 
sorption, in the spectrum from 2 microns 
to 12 microns, of a 5 percent solution of 
the sample in chloroform compares qual¬ 
itatively to that of the erythromycin 
working standard similarly treated. 

§ 148e,2 Erythromycin ethylrnrbonute. 

(a) Requirements for certification — 

(1) Standards of identity , strength , 
quality , and purity. Erythromycin ethyl- 
carbonate is a white, crystalline ester of 
erythromycin obtained by the reaction 
of a kind of erythromycin and chloro- 
ethylcarbonate. It is slightly soluble in 
water, freely soluble in alcohol, methyl 
alcohol, acetone, ether, and chloroform. 
It is so purified and dried that: 

(i) It contains not less than 775 micro- 
grams of erythromycin base per milli¬ 
gram, calculated on an anhydrous basis. 

(ii) It is nontoxic. 

(ill) Its moisture content is not more 
than 8 percent. 


(iv) Its pH is not less than 6.3 and not 
more than 8.0. 

(v) It gives a positive identity test for 
erythromycin ethylcarbonate. 

(2) Labeling. It shall be labeled in 
accordance with the requirements pre¬ 
scribed by § 148.3 of this chapter. Its 
expiration date is 12 months. 

(3) Request for certification; samples. 
In addition to the requirements of § 148.4 
of this chapter, each such request shall 
contain: 

(1) Results of tests and assays on the 
batch for potency, toxicity, moisture, 
pH, identity, and crystallinity. 

(ii) Samples required: 10 containers, 
each containing not less than 300 milli¬ 
grams. 

(4) Fees. $4.00 for each container 
in the sample submitted in accordance 
with subparagraph (3) (ii) of this para¬ 
graph. 

(b) Tests and methods of assay—( 1) 
Potency. Proceed as directed in $ 148e.l 
(b)(1), except to prepare the sample, 
wash an accurately weighed amount of 
the sample (approximately 50 milli¬ 
grams) into a 100-milliliter volumetric 
flask, using approximately 40 milliliters 
of absolute methyl alcohol. Immedi¬ 
ately dilute to volume with sterile dis¬ 
tilled water. Place this solution in a 
60° C. water bath for 3 hours or allow it 
to remain at room temperature for 40 
hours to 48 hours to accomplish hydrol¬ 
ysis. Adjust the volume to 100 millili¬ 
ters with sterilized distilled water and 
mix well. Further dilute an aliquot to 
the reference point of the assay with 
0.1 M potassium phosphate buffer, pH 8 0. 

(2) Toxicity. Proceed as directed in 
§ 141d.305(b) of this chapter, except ad¬ 
minister 0.5 milliliter of a suspension 
containing 100 milligrams of erythromy¬ 
cin per milliliter in a 10 percent acacia 
solution. 

(3) Moisture. Proceed as directed in 
§ 141a.26(e) of this chapter. 

(4) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using a con¬ 
centration of 200 milligrams per millili¬ 
ter. 

(5) Identity tests. Proceed as di¬ 
rected in § 148e.l(b) (8), except that an 
authentic erythromycin ethylcarbonate 
is used as the sample of comparison. 

(6) Crystallinity. Proceed as directed 
in § 141a.5(c) of this chapter. 

§ 118c.3 Erythromycin giuceplntr. 

(a) Requirements for certification — 
(1) Standards of identity ., strength, 
quality , and purity. Erythromycin glu- 
ceptate Is the white powder of the glu- 
coheptonic acid salt of erythromycin or 
a mixture of two or more such salts. It 
is freely soluble in water, alcohol, and 
methyl alcohol. It is slightly soluble in 
acetone and chloroform, but is practically 
insoluble in ether. It is so purified and 
dried that: 

(i) It contains not less than 600 micro- 
grams of erythromycin per milligram, 
calculated on an anhydrous basis. 

(ii) It is sterile. 

Oil) It is nontoxic. 

(iv) It is nonpyrogenic. 

(v) Its moisture content is not more 
than 5.0 percent. 
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(vi) Its pH in an aqueous solution 
containing 25 milligrams per milliliter 
is not less than 6.0 nor more than 8.0. 

(vii) It gives a positive identity test 
for erythromycin gluceptate. 

(2) Packaging . In addition to the 
requirements of § 148.2 of this chapter 
if it is packaged for dispensing and in¬ 
tended for intravenous use, it shall con¬ 
tain the equivalent of 250 milligrams, 500 
milligrams, or 1.0 gram of erythromycin 
per vial. 

(3) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3 of this chapter. Its expiration 

date is 12 months. 

(4) Request for certification; samples. 
In addition to the requirements of § 148.4 
of this chapter, each such request shall 

contain: 

(i) Results of tests and assays on the 
batch for potency, sterility, toxicity, 
pyrogens, moisture, pH, and identity. 

(ii) Samples required: 

(a) If the batch is packaged for re¬ 
packing or for use as an ingredient in 
the manufacture of another drug: 

(1) For all tests except sterility: 10 
packages, each containing not less than 
300 milligrams. 

(2) For sterility testing: 10 packages, 
each containing approximately 500 milli¬ 


grams. 


ib) If the batch is packaged for 

dispensing: 

(1) For all tests except sterility: A 
minimum of 10 immediate containers of 

the batch. 

(2) For sterility: 10 immediate con¬ 
tainers of the batch. 

(5) Fees. $5.00 for each container 
submitted in accordance with subpara¬ 
graph (4) (ii) (a)(1) and (b)(1) of this 
paragraph; $10.00 for all samples sub¬ 
mitted in accordance with subparagraph 
<4) (ii) (a) (2) and (b)(2) of this para¬ 
graph. 

<b) Tests and methods of assay —(1) 
Potency. Proceed as directed in § 148e.- 
!<b)(l), except when packaged for dis¬ 
pensing dissolve the sample as directed 
jn the labeling and further dilute with 
o.iAf potassium phosphate buffer, pH 
® If it is packaged for dispensing, its 
Potency is satisfactory if it is not less 
man 90 percent nor more than 115 per- 
^ of the number of milligrams of 
erythromycin that it is represented to 
contain. 


<2) Sterility. Use 500 milligri 
rom each container tested, and proc 

pvo * in * 141a * 2 of this chap 
«cept that neither the penicillinase 

b^tem 101 tUbC ^ ***& in the test 
tpyrogens. Proceed as directe< 
of i th,s cha Pter, using a test c 
in per kll ogram of a solul 

tae P *n° ge «r/ rec dis tilled water cont£ 

^mih°ter 11&rams of ei ^ throm y cin 

I i 4 io T 0 ?**- Proceed as directed 
of \ chapter, using a test c 

disfcifw?'Wilber of a solution in sterili 
of emu water containing 2 miUigrj 
^omycin base per milliliter. 

5 141 o Proceed as directe< 

i (e) of this <* a Pter. 
as,M , Pr °ceed as directed in § 3 
of this chapter, using a c 


centration of 25 milligrams per milli¬ 
liter. 

(7) Identity. The infrared absorp¬ 
tion spectrum of a liquid petrolatum dis¬ 
persion compares qualitatively to that of 
a similarly treated authentic sample of 
erythromycin gluceptate. 

§ 148e.4- [Reserved] 

§ 148e.5 Erythromycin cstolate. 

(a) Requirements for certification — 

(1) Standards of identity; strength, 
quality, and purity. Erythromycin esto- 
late is the lauryl sulfate salt of the pro- 
pionyl ester of a kind of erythromycin 
or a mixture of two or more such salts. 
It occurs as a white crystalline powder. 
It is soluble in alcohol, methyl alcohol, 
acetone, and chloroform, but is prac¬ 
tically insoluble in water. It is so puri¬ 
fied and dried that: 

(1) It contains not less than 600 mi¬ 
crograms of erythromycin per milligram, 
calculated on an anhydrous basis. 

(ii) It is nontoxic. 

(iii) Its moisture content is not more 
than 4.0 percent. 

(iv) Its pH is not less than 4.5 nor 
more than 7.0. 

(v) It gives positive identity tests for 
erythromycin estolate. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification; samples. 
In addition to the requirements of 
§ 148.4 of this chapter, each such re¬ 
quest shall contain: 

(1) Results of tests and assays on the 
batch for potency, toxicity, moisture, 
pH, identity, and crystallinity. 

(ii) Samples of the batch: A minimum 
of 10 containers, each containing not 
less than 300 milligrams. 

(4) Fees. $4.00 for each container in 
the sample submitted in accordance with 
subparagraph (3) (ii) of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency. Proceed as directed in § 148e.l 
(b) (1) of this chapter, except to prepare 
the sample transfer approximately 100 
milligrams, accurately weighed, to a 100- 
milliliter volumetric flask. Dissolve in 
40 milliliters of absolute methyl alcohol 
and immediately dilute to volume with 
0.1 Af potassium phosphate buffer, pH 
8.0. Hydrolyze this solution in a 60° C. 
constant temperature water bath for 2 
hours or at room temperature for 16 to 
18 hours. 

(2) Toxicity. Proceed as directed in 
§ 141d.305(b) of this chapter, except ad¬ 
minister 0.5 milliliter of a suspension 
containing 40 milligrams of erythro¬ 
mycin per milliliter in a 10 percent 
acacia solution. 

(3) Moisture. Proceed as directed in 
§ 141a.26(e) of this chapter. 

(4) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using an 
aqueous suspension containing 100 milli¬ 
grams per milliliter. 

(5) Crystallinity. Proceed as di¬ 
rected in § 141a.5(c) of this chapter. 

(6) Identity test. Proceed as directed 
in § 148e.l(b) (8), except compare the 
infrared absorption spectrum with that 
of an authentic sample of erythromycin 
estolate. 


§ 148c.6 Erythromycin stearate. 

(a) Requirements for certification — 
(1) Standards of identity, strength, 
quality, and purity. Erythromycin ste¬ 
arate is the odorless white or slightly 
yellow crystalline powder of the stearic 
acid salt of erythromycin. It is practi¬ 
cally insoluble in water but is soluble in 
alcohol, methyl alcohol, chloroform, and 
ether. It is so purified and dried that: 

(1) It contains not less than 500 
micrograms of erythromycin per milli¬ 
gram, calculated on an anhydrous basis. 

(Ii) It is nontoxic. 

(iii) Its moisture content is not more 
than 5.0 percent. 

(iv) Its pH is not less than 6.0 and 
not more than 11 0. 

(v) Its residue on ignition is not more 
than 2.0 percent. 

(vi) It gives positive identity tests for 
erythromycin stearate. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification; samples. 
In addition to the requirements of § 148.4 
of this chapter, each such request shall 
contain: 

(1) Results of tests and assays on the 
batch for potency, toxicity, moisture, 
pH, residue on ignition, identity, and 
crystallinity. 

(ii) Samples required: A minimum of 
10 containers, each consisting of 500 
milligrams. 

(4) Fees. $4.00 for each container in 
the sample submitted in accordance with 
subparagraph (3) (ii) of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency. Proceed as directed in 5 148e.l 
(b)(1), except prepare the sample in 
the following manner: Dissolve 50 milli¬ 
grams, accurately weighed, in sufficient 
absolute methyl alcohol to give an esti¬ 
mated concentration of 1 milligram of 
erythromycin per milliliter. 

(2) Toxicity. Proceed as directed in 
§ 141d.305(b) of this chapter, except 
administer 0.5 milliliter of a suspension 
containing 80 milligrams of erythro¬ 
mycin per milliliter, prepared by grind¬ 
ing the sample in sterile distilled water, 
using 1 drop of polysorbate 80 per 3 
grams of sample. 

(3) Moisture content. Proceed as di¬ 
rected in § 141a.26(e) of this chapter. 

(4) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using a 1 
percent slurry of erythromycin stearate 
in water. 

(5) Residue on ignition. Proceed as 
directed in § 141e.401(g) of this chapter. 

(6) Identity. Proceed as directed in 
§ 148e.l(b) (8), except compare quali¬ 
tatively the infrared absorption spec¬ 
trum with that of an authentic sample 
of erythromycin stearate. 

(7) Crystallinity. Proceed as directed 
in § 141a.5(c) of this chapter. 

§ 148e.7 Erythromycin ethylsuccinate. 

(a) Requirements for certification — 
(1) Standards of identity, strength, 
quality, and purity. Erythromycin 
ethylsuccinate is the white, odorless, 
crystalline ethylsuccinate ester of eryth¬ 
romycin. It is so purified and dried that: 
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(1) It contains not less than 765 
micrograms of erythromycin per milli¬ 
gram, calculated on an anhydrous basis. 

(ii) It is sterile. 

(iii) It is nontoxic. 

(iv) Its moisture content is not more 
than 3.0 percent. 

(v) Its pH is not less than 6.0 and not 
more than 8.5. 

(vi) Its residue on ignition is not more 
than 1.0 percent. 

(vii) It gives a positive identity test 
for erythromycin ethylsuccinate. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3(b) of this chapter. Its expira¬ 
tion date is 12 months. 

(3) Request for certification; sam¬ 
ples. In addition to the requirements 
of § 148.4 of this chapter, each such re¬ 
quest shall contain: 

(1) Results of tests and assays on the 
batch for potency, sterility, toxicity, 
moisture, pH, residue on ignition, iden¬ 
tity, and crystallinity. 

(ii) Samples required: 

(a) For all tests except sterility: 10 
packages, each containing approximately 
500 milligrams. 

<b) For sterility testing: 10 immedi¬ 
ate containers. 

(4) Fees. $4.00 for each package sub¬ 
mitted in accordance with subparagraph 
(3) (ii) (a) of this paragraph; $10.00 for 
all immediate containers submitted in 
accordance with subparagraph (3) (ii) 

(b) of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency . Proceed as directed in § 148e.l 
(b)(1), except prepare the sample 
in the following manner: Dissolve 
approximately 50 milligrams, accurately 
weighed, in sufficient absolute methyl 
alcohol to give an estimated concentra¬ 
tion of 1 milligram of erythromycin per 
milliliter. Further dilute in O.liVf potas¬ 
sium phosphate buffer. pH 8.0. 

(2) Sterility . Using approximately 
500 milligrams from each container 
tested, proceed as directed in § 14la.2 of 
this chapter, except that neither peni¬ 
cillinase nor the control tube is used in 
the test for bacteria. 

(3) Toxicity . Proceed as directed in 
§ 141d.305(b) of this chapter, except ad¬ 
minister 0.5 milliliter of a suspension in 
sterile distilled w r ater containing 80 mil¬ 
ligrams of erythromycin per milliliter. 

(4) Moisture. Proceed as directed in 
§ 141a.26(e) of this chapter. 

(5) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using a 1.0 
percent suspension in water. 

(6) Residue on ignition. Proceed as 
directed in § 141e.401(g) of this chapter. 

(7) Identity. Using a suitable spec¬ 
trophotometer with 0.1-millimeter cells, 
scan the infrared absorption spectrum 
between 2 microns and 12.5 microns of a 
5 percent chloroform solution of erythro¬ 
mycin ethylsuccinate. The absorption 
spectrum compares qualitatively to that 
of an authentic sample of erythromycin 
ethylsuccinate. 

(8) Crystallinity. Proceed as directed 
in § 141a.5(c) of this chapter. 

§ 148c.8 Erythromycin .sulfate. 

(a) Requirements for certification — 

(1) Standards of identity, strength , qual¬ 


ity, and purity. Erythromycin sulfate is 
the sulfate salt of erythromycin. It is an 
odorless, practically white, crystalline 
powder. It is so purified and dried that: 

(1) It contains not less than 840 micro- 
grams of erythromycin per milligram, 
calculated on an anhydrous basis. 

(ii) Its moisture content is not more 
than 7.0 percent. 

(iii) Its pH in a solution containing 10 
milligrams per milliliter is not less than 
4.5 and not more than 6.5. 

(iv) It gives a positive identity test for 
erythromycin sulfate. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3(b) of this chapter. Its expira¬ 
tion date is 12 months. 

(3) Request for certification ; samples. 
In addition to the requirements of § 148.4 
of this chapter, each such request shall 
contain: 

(1) Results of tests and assays on the 
batch for potency, moisture. pH, crystal¬ 
linity, and identity. 

(ii) Samples required: 10 containers, 
each consisting of 300 milligrams. 

(4) Fees. $4.00 for each container 
submitted in accordance with subpara¬ 
graph (3) (ii) of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency. Proceed as directed in § 148e.- 
1(b)(1), except prepare the sample in 
the following manner: Dissolve approxi¬ 
mately 50 milligrams, accurately weighed, 
in sufficient absolute methyl alcohol to 
give a concentration of 1.0 milligram of 
erythromycin per milliliter. 

(2) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 

(3) pH. Proceed as directed in § 141a.- 
5(b) of this chapter, using a concentra¬ 
tion of 10 milligrams per milliliter. 

(4) Identity. Proceed as directed in 
§ 148e.l(b)(8), except that its infrared 
absorbtion spectrum compares qualita¬ 
tively to that of a similarly prepared au¬ 
thentic sample of erythromycin sulfate. 

§ 148e.9 Erythromycin ethylsuccinate- 
sulfanilamide dental powder. 

(a) Requirements for certification — 

(1) Standards of identity, strength , qual¬ 
ity, and purity. Erythromycin ethylsuc- 
cinate-sulfanilamide dental powder is a 
dry mixture of crystalline erythromycin 
ethylsuccinate, sulfanilamide, and suita¬ 
ble and harmless flavorings. Each vial 
contains the equivalent of 10 milligrams 
of erythromycin and 250 milligrams of 
sulfanilamide. It is sterile. Its moisture 
content is not more than 1.0 percent. 
The crystalline erythromycin ethylsuc¬ 
cinate used conforms to the standards of 
§ 148e.7(a)(l) U), (iii), (iv), (v). (vi), 
and (vii). Each other ingredient used, 
if its name is recognized in the U.S.P. or 
N.F., conforms to the standards pre¬ 
scribed therefor by such official com¬ 
pendium. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification ; samples. 
In addition to the requirements of § 148.4 
of this chapter, each such request shall 
contain: 

(i) Results of tests and assays on : 

(a) The erythromycin ethylsuccinate 
used in making the batch for potency, 


toxicity, moisture, pH, residue on igni¬ 
tion, Identity, and crystallinity. 

(b) The batch for potency, sterility, 
and moisture. 

(ii) Samples required: 

(a) The erythromycin ethylsuccinate 
used in making the batch: 10 contain¬ 
ers. each consisting of 500 milligrams. 

(b) The batch: 

(1) For all tests except sterility: A 
minimum of 30 immediate containers. 

(2) For sterility testing: 10 immediate 
containers. 

(c) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One immediate 
container of each containing 5 grams. 

(4) Fees. $4.00 for each container 
submitted in accordance with subpara¬ 
graph (3) (ii) (a) and (c) of this para¬ 
graph; $0.75 for each container submit¬ 
ted in accordance with subparagraph 3) 
(U) (b)(1) of this paragraph; $10.00 for 
all containers submitted in accordance 
with subparagraph (3) (ii) (b) (2) of this 
paragraph. 

(b) Tests and methods of assay—*!) 
Potency. Proceed as directed in § 148e.l 
(b) (1), using a representative number of 
immediate containers to prepare the 
sample for assay. Its potency is satis¬ 
factory if it contains not less than 90 
percent and not more than 135 percent of 
the number of milligrams of erythromy¬ 
cin that it is represented to contain. 

(2) Sterility. Use the entire contents 
of each container tested, and proceed as 
directed in § 141a.2 of this chapter, ex¬ 
cept that neither penicillinase nor the 
control tube is used in the test for 
bacteria. 

(3) Moisture . Proceed as directed in 
5 141a.5(a) of this chapter. 


§ 1I8<». 10 Erythromycin /sthylsuccinnte 
granules for oral suspension. 

(a) Requirements for certification— 
(1) Standards of identity, strength, 
quality, and purity. Erythromycin 
ethylsuccinate granules for oral suspen¬ 
sion is a dry mixture of erythromycin 
ethylsuccinate, with suitable and harm¬ 
less buffer substances, dispersing agents, 
diluents, colorings, and flavorings. It 
contains the equivalent of 40 milligrams 
of erythromycin per milliliter of the re¬ 
constituted suspension. Its moisture 
content is not more than 1 percent. 
When reconstituted as directed in the 
labeling, its pH is not less than 7.0 nor 
more than 9.0. The crystalline erythro¬ 
mycin ethylsuccinate used conforms to 
the standards prescribed by § 148e.7 a 
(i). (iii), (iv), (v), (vi), and (vii). Eacn 
other ingredient used, if its name is rec¬ 
ognized in the U.S.P. or N.F.. conforms 
to the standards prescribed therefor y 


such official compendium. 

(2) Labeling. It shall be labeled in a- 
cordance with the requirements of j 

of this chapter. The expiration date 
12 months. ... 

(3) Request for certification ; wwP*J * 
In-addition to the requirements of § w- 
of this chapter, each such request sw 

contain: _ n . 

(i) Results of tests and assays on. 

(a) The erythromycin ethylsuccinat 

used in making the batch for po ' 
toxicity, moisture, pH. residue on « 
tiom identity, and crystallinity. 
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<t>) The batch, for potency, pH, and 

moisture. 

<ii) Samples required: 

(o) The erythromycin ethylsuccinte 
used in making the batch: 10 containers 
each consisting of approximately 500 

milligrams. 

(b) The batch: A minimum of 6 im¬ 
mediate containers. 

(c) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each containing approximately 5 grams. 

(4) Fees. $4.00 for each container 
submitted in accordance with subpara¬ 
graph (3) (ii) of this paragraph. 

(b) Tests and methods of qssay—(1) 
Potency . Proceed as directed in § 148e.l 
(b) (1), except prepare the sample in the 
following manner: Reconstitute the 
sample as directed in the labeling. 
Transfer 2 milliliters of the reconstituted 
suspension to a 200-milliliter volumetric 
flask, add absolute methyl alcohol to vol¬ 
ume. and mix well. Further dilute with 
0.1 A/ potassium phosphate buffer. pH 8.0. 
Its potency is satisfactory if it contains 
not less than 90 percent nor more than 
120 percent of the number of milligrams 
of erythromycin that it is represented to 
contain. 

(2) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using the sus¬ 
pension prepared as directed in the 

labeling. 

(3) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 

§ M8c.ll Erythromycin ethylcarbonate 
for oral suspension. 


(a) Requirements for certification — 

(1) Standards of identity, strength, 
quality, and purity. Erythromycin ethyl- 
carbonate for oral suspension is a dry 
mixture of erythromycin ethylcarbonate, 
with suitable and harmless buffer sub¬ 
stances, dispersing agents, diluents, 
colorings, and flavorings. It may contain 
suitable sulfonamides. The erythromy¬ 
cin ethylcarbonate content is not less 
than 40 milligrams of erythromycin per 
milliliter of the reconstituted suspension. 
Its moisture content is not more than 2.0 
percent. When reconstituted as directed 
in the labeling, its pH is not less than 
6.4 and not more than 7.0. The eryth¬ 
romycin ethylcarbonate used conforms 
to the standards prescribed by § 148e.2 
ta) U). Each other substance used, if its 
name is recognized in the U.SP. or N.F., 
conforms to the standards prescribed 
therefor by such official compendium. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
U48.3 of this chapter. Its expiration 
Gate is 12 months. 

<3) Request for certification ; samples. 
a? to the requirements of § 148.4 

oi this chapter, each such request shall 

contain: 

Results of tests and assays on: 
in -Erythromycin ethylcarbonate used 
making the batch for potency, toxicity, 
isture, pH, crystallinity, and identity. 

O' The batch for potency, moisture, 

and pH. 


Mi) Samples required: 

(a) Erythromycin ethylcarbonate 
mthe batch: 10 containers, 
containing 500 milligrams. 


(b) The batch: A minimum of 6 im¬ 
mediate containers. 

(c) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One container of 
each, consisting of 5 grams. 

(4) Fees. $4.00 for each container 
submitted in accordance with subpara¬ 
graph (3) (ii) of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency. Proceed as directed in § 148e.2 
(b)(1), except prepare the sample in the 
following manner: Reconstitute the sus¬ 
pension as directed in the labeling. Place 
an aliquot (usually a single dose) of an 
accurately measured volume of the oral 
suspension in a 100-milliliter volumetric 
flask and dissolve in 40 milliliter^ of re- 
agent-grade methyl alcohol. Bring to 
volume with distilled water and mix 
well. Hydrolyze either in a 60° C. water 
bath for 3 hours or keep at room temper¬ 
ature for 40 hours to 48 hours. Make 
subsequent dilutions in 0.1 M potassium 
phosphate buffer, pH 8.0. The erythro¬ 
mycin ethylcarbonate content is satis¬ 
factory if it is not less than 90 percent 
and not more than 115 percent of the 
number of milligrams of erythromycin 
that it is represented £o contain. 

(2) Moisture. Proceed as directed in 
§ 141a.26(e) of this chapter. 

(3) pH. Proceed as directed in § 141a.5 
(b) of this chapter, using the suspension 
prepared as directed in its labeling. 

§ 148c.12 Erythromycin estolate for 
oral suspension. 

(a) Requirements for certification — 

(1) Standards of identity, strength t 
quality , and purity. Erythromycin esto- 
late for oral suspension is a dry mixture 
of erythromycin estolate, with suitable 
and harmless buffer substances, dispers¬ 
ing agents, diluents, colorings, and fla¬ 
vorings. It may contain suitable sul¬ 
fonamides. The erythromycin' estolate 
content is 25 milligrams of erythromycin 
per milliliter of the reconstituted suspen¬ 
sion. When reconstituted as directed in 
its labeling, its pH is not less than 5.0 
and not more than 7.0. Its moisture 
content is not more than 2.0 percent. 
The erythromycin estolate used conforms 
to the standards of § 148e.5 (a)(1). Each 
other substance used, if its name is recog¬ 
nized in the U.S.P. or N.F., conforms to 
the standards prescribed therefor by 
such official compendium. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification; samples. 
In addition to the requirements of § 148.4 
of this chapter, each such request shall 
contain: 

(i) Results of tests and assays on: 

(a) The erythromycin estolate used 
in making the batch for potency, toxicity, 
moisture, pH, crystallinity, and identity. 

( b ) The batch: Potency, moisture, and 
pH. 

(ii) Samples required: 

(a) The erythromycin estolate used in 
making the batch: 10 immediate con¬ 
tainers, each consisting of 300 
milligrams. 

(b) The batch: A minimum of 6 im¬ 
mediate containers. 


(c) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One container of 
each, consisting of 5 grams. 

(4) Fees. $4.00 for each container 
submitted in accordance with subpara¬ 
graph (3) (ii) of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency. Proceed as directed in § 148e.5 
(b)(1), except prepare the sample in the 
following manner: Reconstitute the sus¬ 
pension as directed in the labeling. 
Place an accurately measured aliquot 
(usually a single dose) of the well-shaken 
suspension in a 100-milliliter volumetric 
flask and dissolve with 40 milliliters of 
reagent-grade methyl alcohol. Bring 
to volume with O.lAf potassium phos¬ 
phate buffer, pH 8.0, and mix well. 
Hydrolyze at 60° C. for 2 hours.or at 
room temperature for 16 hours to 18 
hours. 

The erythromycin estolate content is 
satisfactory if it is not less than 90 per¬ 
cent nor more than 115 percent of the 
number of milligrams of erythromycin 
that it is represented to contain. 

(2) Moisture. Proceed as directed in 
§ 141a.26(e) of this chapter, using the 
dry powder. 

(3) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using the 
drug reconstituted as directed in its 
labeling. 

§ 148e.l3 Erythromycin ethylsuccinate 
oral suspension. 

(a) Requirements for certification — 

(I) Standards of identity , strength , 
quality, and purity. Erythromycin 
ethylsuccinate oral suspension is erythro¬ 
mycin ethylsuccinate. with suitable and 
harmless buffer substances, dispersing 
agents, colorings, and flavorings sus¬ 
pended in peanut oil and glycerin. It 
contains the equivalent of not less than 
40 milligrams of erythromycin per milli¬ 
liter. Its moisture content is not more 
than 5.0 percent. The crystalline 
erythromycin ethylsuccinate used con¬ 
forms to the standards prescribed by 
§ 148e.7(a)(l) (i), (iii), (iv), (v), (vi), 
and (vii). Each other substance used, 
if its name is recognized in the U.S.P. or 
N.F., conforms to the standards 
prescribed therefor by. such official 
compendium. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification; samples . 
In addition to the requirement of § 148.4 
of this chapter, each such request shall 
contain: 

(i) Results of tests and assays on: 

(a) The erythromycin ethylsuccinate 
used in making the batch for potency, 
toxicity, moisture, pH, identity, residues 
on ignition, and crystallinity. 

(5) The batch for potency and mois¬ 
ture: 

(ii) Samples required: 

(a) The erythromycin ethylsuccinate 
used in making the batch: 10 containers, 
each consisting of 500 milligrams. 

(b) The batch: A minimum of 5 im¬ 
mediate containers. 

(c> In case of an initial request for 
certification, each other ingredient used 
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in making the batch: One container of 
each, consisting of 5 grams. 

(4) Fees. $4.00 for each container 
submitted in accordance with subpara¬ 
graph (3) (ii) of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency . Proceed as directed in § 148e.l 
(b)(1), except prepare the sample in the 
following manner: by means of a syringe, 
transfer 2 milliliters of the sample to a 
100-milliliter volumetric flask. Add ab¬ 
solute methyl alcohol to volume, and mix 
well. Further dilute with 0.1 Af potas¬ 
sium phosphate buffer, pH 8.0. Its 
potency is satisfactory if it contains not 
less than 90 percent and not more than 
115 percent of the number of milligrams 
of erythromycin that it is represented to 
contain. 

(2) Moisture. Proceed as directed in 
§ 141a.8(bl of this chapter. 

§ 148c.l4 Erythromycin ointment. 

(a) Requirements for certification — 

(1) Standards of identity, strength , 
quality, and purity. Erythromycin oint¬ 
ment is erythromycin in a suitable and 
harmless ointment base. It may contain 
suitable preservatives. Each gram of 
ointment contains 10 milligrams of 
erythromycin. The moisture content is 
not more than 1.0 percent. The erythro¬ 
mycin used conforms to the standards 
prescribed by § 148e.l(a) (1) (i), (iii), 
(iv). (v), and (vii). Each other sub¬ 
stance used, if its name is recognized in 
the U.S.P. or N.F., conforms to the stand¬ 
ards prescribed therefor by such official 
compendium. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification; samples. 
In addition to the requirements of 5 148.4 
of this chapter, each such request shall 
contain: 

(i) Results of tests and assays on: 

(a) The erythromycin used in making 
the batch for potency, pH, moisture, resi¬ 
due on ignition, crystallinity, and 
identity. 

(b) The batch for potency and mois¬ 
ture. 

(ii) Samples required: 

(a) The erythromycin used in making 
the batch: 10 packages, each containing 
not less than 500 milligrams. 

(5) The batch: A minimum of 5 im¬ 
mediate containers. 

(c) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each, consisting of not less than 5 grams. 

(4) Fees. $4.00 for each immediate 
container or package submitted in ac¬ 
cordance with subparagraph (3) (ii) of 
this paragraph. 

(b) Tests arid methods of assay —(1) 
Potency. Proceed as directed in § 148e.l 
(b)(1), except prepare the sample by any 
one of the following procedures: 

(i) Place 1 gram of the ointment, ac¬ 
curately weighed, in a 1-liter volumetric 
flask, add 50 milliliters of peroxide-free 
ether, and shake until dissolved. Add 
200 milliliters of absolute methyl alco¬ 
hol, and mix thoroughly. Fill to volume 
and further dilute to the reference point 


with O.lAf potassium phosphate buffer, 
pH 8.0. 

(ii) Place 1 gram of the ointment, ac¬ 
curately weighed, in a 250-milliliter sep¬ 
aratory funnel containing 50 milliliters 
of reagent-grade petroleum ether. 
Shake until dissolved. Wash with four 
separate washings of a 4:1 mixture of 
reagent-grade methyl alcohol and dis¬ 
tilled water. Combine the washings and 
bring to volume with the methyl alcohol- 
water solution in a volumetric flask. 
Further dilute to the reference point in 
0.1 M potassium phosphate buffer, pH 8.0. 

(iii) Place 1 gram of the ointment, 
accurately weighed, in a high-speed 
blender with 100 milliliters of polyethyl¬ 
ene glycol 400, and blend for 3 minutes. 
Filter through a cotton plug or filter 
paper and further dilute in 0.1 Af potas¬ 
sium phosphate buffer, pH 8.0. 

Its potency is satisfactory if it contains 
not less than 90 percent and not more 
than 125 percent of the number of milli¬ 
grams of erythromycin that it is repre¬ 
sented to contain. 

(2) Moisture. Proceed as directed in 
§ 141a.8(b) of this chapter. 

§ 148e.l5 Erythromycin-neomycin sul¬ 
fate ointment. 

(a) Requirements for certification — 

(1) Standards of identity , strength, qual¬ 
ify, and purity. Erythromycin-neomy¬ 
cin sulfate ointment is erythromycin and 
neomycin sulfate with a suitablb emol¬ 
lient and preservatives, in a suitable and 
harmless ointment base. Each gram 
contains 5 milligrams of erythromycin 
and 3.5 milligrams of neomycin. The 
moisture content is not more than 1 
percent. The erythromycin used con¬ 
forms to the standards prescribed there¬ 
for by § 148e.l(a) (1) (i), (iii), (iv), (v), 
and (vii). The neomycin sulfate used 
conforms to the standards prescribed in 
§ 148i.l(a)(l) (i), (vi) (vii), and (viii) 
of this chapter. Each other substance 
used, if its name is recognized in the 
U.S.P. or N.F., conforms to the stand¬ 
ards prescribed therefor by such official 
compendium. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification; samples. 
In addition to the requirements of § 148.4 
of this chapter, each such request shall 
contain: 

(i) Results of tests and assays on: 

(a) The erythromycin used in making 
the batch for potency, pH, moisture, resi¬ 
due on ignition, crystallinity, and 
identity. 

ib) The neomycin sulfate used in 
making the batch for potency, pH, mois¬ 
ture. and identity. 

(c) The batch for erythromycin con¬ 
tent, neomycin content, and moisture. 

(ii) Samples required: 

(a) The erythromycin used in mak¬ 
ing the batch: 10 packages, each con¬ 
taining not less than 500 milligrams. 

(b) The neomycin sulfate used in 
making the batch: 10 packages, each 
containing not less than 300 milligrams. 

(c) The batch: A minimum of 6 im¬ 
mediate containers. 


id) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each containing not less than 5 grams. 

(4) Fees . $4.00 for each package sub¬ 
mitted in accordance with subparagraph 

(3) (ii) (a)-, (b). and (d) of this para¬ 
graph; $5.00 for each container sub¬ 
mitted in accordance with subparagraph 

(3) (ii) (c) of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency —(i) Erythromycin content. 
Proceed as directed in § 148e. 14(b) (1) 

(iii). Its erythromycin content is satis¬ 
factory if it is not less than 90 percent 
and not more than 125 percent of the 
number of milligrams of erythromycin 
that it is represented to contain. 

(ii) Neomycin content. Proceed as 
directed in § 1481.3(b)(1) of this chap¬ 
ter, except that after the extraction has 
been completed and the volume adjusted, 
place the buffer solution in a second 
separatory funnel and wash with three 
30-milliliter portions of peroxide-free 
ether. Discard the ether washes. Its 
neomycin content is satisfactory if it is 
not less than 90 percent and not more 
than 125 percent of the number of milli¬ 
grams of neomycin that it is represented 
to contain. 

(2) Moisture. Proceed as directed in 
§ 141a.8(b) of this chapter. "" 


§ 148e.l6 Erythromycin-polymyxin B 
sulfate ophthalmic ointment. 


(a) Requirements for certification ~ 
(1) Standards of identity, strength, 
quality, and purity. Erythromycin- 
polymyxin B sulfate ophthalmic oint¬ 
ment is erythromycin and polymyxin B 
sulfate in a suitable and harmless oint¬ 
ment base. Each gram contains 5 milli¬ 
grams of erythromycin and 10,000 units 
of polymyxin B. The moisture content 
is not more than 1 percent. The crys¬ 
talline erythromycin used conforms to 
the standards prescribed therefor by 
§ 148e.l(a)(l) (i), (iii), (iv), (v), and 
(vii). The polymyxin B sulfate used 
conforms to the standards prescribed by 
§ 148p.l(a) (1) (i), (v). (vi), (vii), and 
(ix) of this chapter. Each other sub¬ 
stance used, if its name is recognized 
in the U.S.P. or N.F., conforms to the 
standards prescribed therefor by such 
official compendium. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification; samples. 
In addition to the requirements of § 148.4 
of this chapter, each such request shall 
contain: 

(i) Results of tests and assays on: 

(a) The erythromycin used in making 
the batch for potency, pH, moisture, resi¬ 
due on ignition, crystallinity, and iden¬ 


tity. 


(b> The polymyxin B sulfate used in 
riaking the batch for potency, pH, mois- 
ure, and identity. 

(c) The batch for erythromycin con- 
ent, polymyxin B content, and moisture, 
(ii) Samples required: tln - 

(a) The erythromycin used in maune 
he batch: 10 packages, each containing 
iot less than 500 milligrams. 






Saturday, June 13, 1964 


FEDERAL REGISTER 


7649 


(b) The polymyxin B sulfate used in 
making the batch: 10 packages, each 
containing not less than 300 milligrams, 

(c) The batch: Six immediate con¬ 
tainers. 

( d ) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each, containing 5 grams. 

(4) Fees. $4.00 for each package in 
the samples submitted in accordance with 
subparagraph (3) (ii) (a), (b). and (d) 
of this paragraph; $5.00 for each con¬ 
tainer submitted in accordance with sub- 
paragraph (3) (ii) (c) of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency — (i) Erythromycin content. 
Proceed as directed in § 148e.l4(b) (1). 
The erythromycin content is satisfactory 
if it is not less than 90 percent and not 
more than 125 percent of the number 
of milligrams of erythromycin that it is 
represented to contain. 

(ii) Polymyxin B content. Proceed as 
directed in § 148p.3(b)(l> of this chap¬ 
ter. The polymyxin B content is satis¬ 
factory if it is not less than 90 percent 
and not more than 125 percent of the 
number of units of polymyxin B that it is 
represented to contain. 

(2) Moisture. Proceed as directed in 
§ 141a.8(b) of this chapter. 

§ 148e.I7 Erythromycin estolate cap¬ 
sules. 


(a) Requirements for certification — 
(1> Standards of identity . strength, 
quality, and verity. Erythromycin es- 
toiate capsules are capsules containing 
erythromycin estolate. with suitable and 
harmless buffer substances and diluents, 
enclosed in a gelatin capsule. The 
erythromycin estolate content of each 
capsule is equivalent to either 250 milli¬ 
grams of erythromycin or 125 milligrams 
of erythromycin.. The moisture content 
is not more than 5 percent. The ery¬ 
thromycin estolate used conforms to the 
standards prescribed therefor by § 148e.- 
5(a)(1). Each other substance used. If 
its name is recognized in the UJS.P. or 
NF.. conforms to the standards pre¬ 
scribed therefor by such official com¬ 
pendium. 

(2> Labeling . It shall be labeled in 
accordance with the requirements of 
§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification; samples. 
m addition to the requirements of 
1148.4 of this chapter, each such request 

5 hali contain: 

(i) Results of tests and assays on: 

?: erythromycin estolate used in 

an.ng the batch for potency, toxicity, 
,, ! n ^i? ure * cr ystallinity, and identity, 
ture The for P°tency and mois- 

jii) Samples required: 

<a> The ery thromycin estolate used in 
contM g - batc h: 10 packages, each 
(M ^? 8 not less than 300 milligrams. 

capsules* 16 k atc h: A minimum of 30 

certifW< Case of an initial request for 
cw , ion * each other ingredient used: 
tho , Package of each containing not less 

wan 5 grams. 

suhmuf 6 ?*! ^ 4 * 00 for each Package 
r • ed in accordance with subpara - 

N o. 116— pt. n_ 4 


graph (3) (ii) (a) and (c) of this para¬ 
graph; $0.75 for each capsule submitted 
in accordance with subparagraph (3) 
(ii) (b) of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency. Proceed as directed in § 148e.5 
(b) (1), except prepare the sample in the 
following manner: Using 200 milliliters 
of reagent-grade methyl alcohol and 300 
milliliters of 0.1 Af potassium phosphate 
buffer, pH 8.0, blend a representative 
number of capsules in a high-speed glass 
blender for 2 to 3 minutes. The erythro¬ 
mycin content is satisfactory if it is not 
less than 90 percent and not more than 
115 percent of the number of milligrams 
of erythromycin that it is represented to 
contain. 

(2) Moisture. Proceed as directed in 
§ 141a.26(e) of this chapter. 

§ 148€.19 Erythromycin gluceptate den¬ 
tal cones. • 

(a) Requirements for certification — 

(1) Standards of identity, strength, 
quality, and purity. Erythromycin glu¬ 
ceptate dental cones are composed of 
erythromycin gluceptate and suitable 
and harmless binders and diluents. The 
erythromycin gluceptate content of 
each cone is equivalent to 5 milligrams 
of erythromycin. The moisture con¬ 
tent is not more than 1.5 percent. The 
crystalline erythromycin gluceptate used 
conforms to the standards prescribed by 
§ 148e.3(a)(l) (i), (ili), (v), (vi), and 
(vii). Each other ingredient used, if 
its name is recognized in the U.S.P. or 
N.F., conforms to the standards pre¬ 
scribed therefor by such official com¬ 
pendium. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification; samples. 
In addition to the requirements of 
§ 148.4 of this chapter, each such request 
shall contain: 

(i) Results of tests and assays on: 

(a) The erythromycin g 1 u c e p t a t e 
used, for potency, toxicity, moisture, 
pH, and identity. 

(b) The batch for potency and mois¬ 
ture. 

(ii) Samples required: 

(a) The erythromycin gluceptate 
used: 10 packages, each containing 300 
milligrams. 

(b) The batch: A minimum of 30 
cones. 

(c) In case of an initial request for 
certification, each other ingredient 
used: One package of each, containing 
5 grams. 

(4) Fees. $4.00 for each package sub¬ 
mitted in accordance with subparagraph 

(3)(ii)(a) and (c) of this paragraph; 
$0.75 for each cone submitted in accord¬ 
ance with subparagraph (3) (ii) (b) of 
this paragraph. 

<b) Tests and methods of assay —(1) 
Potency. Proceed as directed In 
5 148e.3(b) (1), except prepare the 
sample as follows: Blend a representa¬ 
tive number of cones in a high-speed 
glass blender with 500 milliliters of 0.1 Af 
potassium phosphate buffer, pH 8.0. 
The erythromycin gluceptate content is 
satisfactory If it is not less than 90 per¬ 


cent nor more than 135 percent of the 
number of milligrams of erythromycin 
that it is represented to contain. 

(2) Moisture. Proceed as directed in 
§ 141a.26(e) of this chapter. 

§ 148e.20 Erythromycin gluceplato- 
polymyxin B sulfate-benzoeuiiie for 
otic solution. 

(a) Requirements for certification — 

(1) Standards of identity , strength, 
quality, and purity. Erythromycin glu- 
ceptate-polymyxin B sulfate-benzocaine 
for otic solution is a packaged combina¬ 
tion of one immediate container of dry 
erythromycin gluceptate powder and one 
immediate container of polymyxin B 
sulfate and benzocaine, dissolved in 
propylene glycol. When reconstituted 
as directed in its labeling, each milliliter 
contains the equivalent of 5 milligrams 
of erythromycin, 10,000 units of poly¬ 
myxin B, and 50 milligrams of benzo¬ 
caine. The moisture content of the dry 
powder is not more than 5.0 percent. 
The moisture content of the diluting 
fluid is not more than 1.5 percent. The 
erythromycin gluceptate used conforms 
to the standards prescribed by § 148e.3 
(a)(1) (i), (v), (vi). and (vii). The 
polymyxin B suifate used conforms to 
the standards prescribed by § 148p.l(a) 
<1) (i), (v), (vi), (vii), and (ix) of this 
chapter. Each other ingredient used, if 
its name is recognized in the U.S.P. or 
N.F., conforms to the standards pre¬ 
scribed therefore by such official com¬ 
pendium. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification; samples . 
In addition to the requirements of 
§ 148.4 of this chapter, each such request 
shall contain: 

(i) Results of tests and assays on: 

(a) The erythromycin gluceptate 
used in making the batch, for potency, 
moisture, pH, and identity. 

(b) The polymyxin B sulfate used in 
making the batch, for potency, moisture, 
pH, residue on ignition, and identity. 

(c) The batch for erythromycin con¬ 
tent, polymyxin B content, moisture 
content of the erythromycin gluceptate 
dry powder, and moisture content of the 
diluting fluid. 

(ii) Samples required: 

(a) The erythromycin gluceptate used 
in making the batch: 10 packages, each 
consisting of not less than 300 milligrams. 

(b) The polymyxin B sulfate used in 
making the batch: 10 packages, each 
consisting of not less than 300 
milligrams. 

(c) The batch: 

(1) For all tests except moisture: A 
minimum of 6 combined packages. 

(2) For moisture content: A minimum 
of 8 combined packages. 

<d) In case of an initial request for 
certification, each other ingredient used : 
One package consisting of not less than 
5 grams. 

(4) Fees. $4.00 for each package sub¬ 
mitted in accordance with subparagraph 

(3) (ii) of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency —(i) Erythromycin content . 
Proceed as directed in § 148e.3(b)(1), 
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using the entire contents of each vial of 
erythromycin gluceptate. The erythro¬ 
mycin content is satisfactory if it con¬ 
tains not less than 90 percent and not 
more than 125 percent of the number of 
milligrams of erythromycin that it is 
represented to contain. 

<ii) Polymyxin B content. By means 
of a needle and syringe, withdraw a rep¬ 
resentative aliquot of the diluting fluid, 
and proceed as directed in § 148p.l(b) (1) 
of this chapter. The polymyxin B con¬ 
tent is satisfactory if it contains not less 
than 90 percent and not more than 125 
percent of the number of units of poly¬ 
myxin B that it is represented to contain. 

(2) Moisture —(i) Erythromycin glu - 
ceptate vial. Proceed as directed in 
§ 141a.26(e) of this chapter, using the 
erythromycin gluceptate dry powder. 

(ii) Polymyxin B diluting fluid. Pro¬ 
ceed as directed in § 141a.8(b) of this 
chapter, using the diluting fluid without 
reconstitution. 

§ 148e.21 Erythromycin sulfate-poly¬ 
myxin B Milfatc-pramoxine hydro¬ 
chloride otic solution. 

(a) Requirements for certification — 

(1) Standards of identity, strength, qual¬ 
ity, and purity. Erythromycin sulfate- 
polymyxin B sulfate-pramoxine hydro¬ 
chloride otic solution is erythromycin 
sulfate, polymyxin B sulfate, and pra- 
moxine hydrochloride dissolved in a 
suitable and harmless vehicle. Each mil¬ 
liliter contains the equivalent of 5 milli¬ 
grams of erythromycin, 10,000 units of 
polymyxin B sulfate, and 10 milligrams 
of pramoxlne hydrochloride. It contains 
not more than 1.5 percent moisture. The 
erythromycin sulfate used conforms to 
the standards prescribed by § 148e.8 

(a)(1). The polymyxin B sulfate used 
conforms to the standards prescribed by 
§ 148p.l(a)(l) (1). (v). (vi), (vii), and 
(ix) of this chapter. Each other sub¬ 
stance used, if its name is recognized in 
the U.S.P. or N.P., conforms to the stand¬ 
ards prescribed therefor by such official 
compendium. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
$ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification; samples. 
In addition to the requirements of § 148.4 
of this chapter, each such request shall 
contain: 

(i) Results of tests and assays on: 

(a) The erythromycin sulfate used in 
making the batch for potency, moisture, 
pH. identity, and crystallinity. 

(b) The polymyxin B sulfate Used in 
making the batch for potency, moisture, 
pH, residue on ignition, and identity. 

(c) The batch for erythromycin con¬ 
tent, polymyxin B content, and moisture. 

(il) Samples required: 

(a) The erythromycin sulfate used in 
making the batch: 10 packages, each 
consisting of 300 milligrams. 

(b) The polymyxin B sulfate used in 
making the batch: 10 packages, each 
consisting of 300 milligrams. 

(c) The batch: A minimum of 6 im¬ 
mediate containers. 

id) In case of an initial request for 
certification, each other ingredient used 
in making the batch: 1 container of each, 
containing not less than 5 grams. 
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(4) Fees. $4.00 for each container 
submitted in accordance with subpara¬ 
graph (3) (ii) (a), (b), and id) of this 
paragraph; $5.00 for each container sub¬ 
mitted in accordance with subparagraph 

(3) (ii) (c) of tills paragraph. 

(b) Tests and methods of assay — 

(1) Potency —(i) Erythromycin content . 
Proceed as directed in § 148e.l(b) (1), 
using a 1.0 milliliter aliquot of the solu¬ 
tion. The erythromycin sulfate content 
is satisfactory if it contains not less than 
90 percent and not more than 135 per¬ 
cent of the number of milligrams of 
erythromycin that it is represented to 
contain. 

(ii) Polymyxin B content. Proceed as 
directed in § 148p.l(b)(l) of this chap¬ 
ter, using a 1.0-milliliter aliquot of the 
solution. The polymyxin B content is 
satisfactory if it contains not less than 
90 percent and not more than 135 per¬ 
cent of the number of units of polymyxin 
B that it is represented to contain. 

(2) Moisture. Proceed as directed in 
§ 141a.8(b) of this chapter. 

§ 148c*.22 Erythromycin cstolutc for pe¬ 
diatric drops. 

(a) Requirements for certification — 

(1) Standards of identity, strength , 
quality , and purity. Erythromycin es- 
tolate for pediatric drops is a dry mix¬ 
ture of erythromycin estolate, with suit¬ 
able and harmless dispersing agents, 
buffer substances, diluents, colorings, 
and flavorings. When reconstituted as 
directed in the labeling, each milliliter 
contains the equivalent of 100 milligrams 
of erythromycin. Its moisture content 
is not more than 2.0 percent. Its pH is 
not less than 5.0 nor more than 5.5. 
The erythromycin estolate used con¬ 
forms to the standards prescribed by 
§ 148e.5(a) (1). Each other ingredient 
used, if its name is recognized in the 
U.S.P. or the N.F., conforms with the 
standards prescribed therefor by such 
official compendium. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification; samples. 
In addition to the requirements of 
§ 148.4 of this chapter, each such request 
shall contain: 

(i) Results of tests and assays on: 

(a) The erythromycin estolate used 
in making the batch for potency, toxic¬ 
ity, pH, moisture, crystallinity, and 
Identity. 

(b) The batch for potency, moisture, 
and pH. 

(ii) Samples required: 

(a) The erythromycin estolate used in 
making the batch: 10 packages, each 
containing not less than 300 milligrams. 

(b) The batch: A minimum of 5 im¬ 
mediate containers. 

(c) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each, consisting of not less than 5 grams. 

(4) Fees. $4.00 for each package or 
immediate container in the sample sub¬ 
mitted in accordance with subparagraph 

(3) (ii) of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency. Proceed as directed in § 148e.l2 


(b) (1). Its potency is satisfactory if it 
contains not less than 90 percent nor 
more than 115 percent of the number of 
milligrams of erythromycin that it is 
represented to contain. 

(2) Moisture. Proceed as directed in 
§ 141a.26(e) of this chapter. 

(3) pH. Proceed as directed in § 141a.5 
(b) of this chapter, using the suspension 
prepared as directed in the labeling. 

§ 148c.23 [Reserved] 

§ 148e.24 Erythromycin enteric-coated 
tablets. 

(a) Requirements for certification — 

(1) Standards of identity, strength 
quality, and purity . Erythromycin en¬ 
teric-coated tablets are enteric -coated 
tablets composed of erythromycin, suit¬ 
able and harmless buffer substances, di¬ 
luents, binders, lubricants, colorings, and 
flavorings. It may contain suitable sul¬ 
fonamides. The potency of each tablet 
is 100 milligrams of erythromycin or 250 
milligrams of erythromycin. Each tablet 
shall meet the tests for enteric -coated 
tablets set forth in the UJS.P. and shall 
disintegrate within a total time of 2 
hours. The moisture content is not more 
than 6 percent. The erythromycin base 
used in making the batch conforms to 
the standards of § 148e.l(a)(l) (i), (ii). 
(iii), (iv), (v), and (vii). Each other 
substance used, if its name Is recognized 
in the U.S.P. or N.F., conforms to the 
standards prescribed therefor by such 
official compendium. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification; samples. 
In addition to the requirements of § 148.4 
of this chapter, each such request shall 
contain: 

(1) Results of tests and assays on: 

(a) The erythromycin used in making 
the batch for potency, toxicity, moisture, 
pH, residue on ignition, crystallinity, 
and identity. 

(5) The batch for potency, moisture, 
and disintegration time. 

(ii) Samples required: 

(a) The erythromycin used in making 
the batch: 10 packages, each containing 
500 milligrams. 

(b) The batch: 

(1) For all tests except disintegration 
time: A minimum of 30 tablets. 

(2) For disintegration time: 6 tablets. 

(c) In case of an initial request lor 
certification, each other ingredient used 
in making the batch: One package of 
each, containing not less than 5 grams. 

(4) Fees. $4.00 for each package sub¬ 
mitted in accordance with subparagrapn 

(3) (ii) (a) and (c) of this paragraph; 
$0.75 for each tablet submitted in ac¬ 
cordance with subparagraph (3)<ii>to 
<I) of this paragraph; $3.00 for an 
tablets submitted in accordance wit 
subparagraph (3)(ii ) (b)(2) of tim 

^(bf^esfs and methods of assay— (U 
Potency . Proceed as directed in § 148e- 
(b)(1). The erythromycin content is 
satisfactory if it is not less than 90 ' 

cent nor more than 120 percent of tn 
number of milligrams of erythromyci 
that it is represented to contain. 
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(2) Moisture. Proceed as directed in 
§ 141a.26(e) of this chapter. 

(3) Disintegration time. Proceed as 
directed in the U.S.P. for enteric-coated 

tablets. 

§ U8e.25 Erythromycinlaclobionatefor 

intravenous infusion. 


(a) Requirements for certification — 
(D Standards of identity , strength, 
quality, and purity. Erythromycin lac- 
tobionate for intravenous infusion is a 
dry mixture of erythromycin lactobio- 
nate and a suitable preservative. It con¬ 
tains the equivalent of either 300 milli¬ 
grams of erythromycin or 1 gram of 
erythromycin per vial. It is sterile. It is 
nonpyrogenic. It is nontoxic. Its mois¬ 
ture content is not more than 5 percent. 
Its pH is not less than 6.5 and not more 
than 7.5. The erythromycin used con¬ 
forms to the standards prescribed by 
§ 148e.l(a)(l) (i), (hi), (iv), (v). and 
(vi). Each other substance used, if its 
name is recognized in the U.S.P. or N.P., 
conforms to the standards prescribed 
therefor by such official compendium. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification; samples . 
In addition to the requirements of §148.4 
of this chapter, each such request shall 

contain: 

<i) Results of tests and assays on: 

(a) The erythromycin used in making 
the batch for potency, pH, moisture, 
residue on ignition, heavy metals, and 

crystallinity. 

(b) The batch for potency, sterility, 
pyrogens, toxicity, moisture, pH, and 

identity. 

(ii) Samples required: 

(a) The erythromycin used in making 
the batch: 10 containers, each consist¬ 
ing of not less than 500 milligrams. 

(b> The batch: 

(1) For all tests except sterility: A 
minimum of 10 immediate containers. 

(2) For sterility testing: 10 immedi¬ 
ate containers. 


(c > In case of an initial request for 
certification, each other ingredient used 
in making the batch: One container of 
each, consisting of not less than 5 grams, 

(4) Fees. $4.00 for each container 
submitted in accordance with subpara¬ 
graph (3) (il) (a) and (c) of this para¬ 
graph; $5.00 for each immediate con¬ 
tainer submitted in accordance with 

(3) (ii) (b) (Dot this para- 
?raph; $ 10.00 for all containers sub- 
t!:™* accordance with subparagraph 
^ ) i b)<2)ofthis Paragraph. 

( 0 ) Tests and methods of assay —(1) 
th« en f y i*, dissolve the entire contents of 
oil V al in sufl &cient distilled water tc 
prJL a concentr &tion of 10 milligrams ol 
eothr-omycin per milliliter (estimated), 
Th^,f d J? s dir e c ted in § 148e.l(b) (1) 
is c o f/? thr0mycin lactobionate content 
^satisfactory if it is not less than 90 

the t !!L!? or more than 120 percent of 
mycin twT.? 1 mUligrams of erythro- 
( 2 > ^Presented to contain. 

or rmf ^ nllty : Use the entire contents 
each than 500 “iUigrams f r0 m 

directed^ 1 a tested, and proceed as 
d in § I41a.2 of this chapter, ex¬ 


cept that neither penicillinase nor the 
control tube is used in the test for 
bacteria. 

(3) Pyrogens. Proceed as directed 
in § 141a.3 of this chapter, using as a 
test dose 1 milliliter per kilogram of a 
solution in sterile, pyrogen-free distilled 
water containing 30 milligrams of ery¬ 
thromycin per milliliter. 

(4) Toxicity. Proceed as directed in 
§ 141a.4 of this chapter, using as a test 
dose 0.5 milliliter of a solution in sterile 
distilled water containing 3 milligrams 
of erythromycin per milliliter. 

(5) Moisture. Proceed as directed in 
§ 141a.26(e) of this chapter. 

(6) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using a con¬ 
centration of 50 milligrams of erythro¬ 
mycin per milliliter. 

(7) Identity . The infrared absorption 
spectrum between 2 microns and 12 mi¬ 
crons of a liquid petrolatum dispersion 
compares qualitatively to that of a simi¬ 
larly prepared authentic erythromycin 
lactobionate sample. 

§ 148c.26 Erylliromycin tablets. 

(a) Requirements for certification — 

(1) Standards of identity , strength, quaU 
ity, and purity. Erythromycin tablets 
are erythromycin, with suitable and 
harmless buffer substances, diluents, 
binders, lubricants, colorings, and fla¬ 
vorings, and suitable preservatives. It 
may contain suitable sulfonamides. The 
potency of each tablet is 75 milligrams, 
or 100 milligrams, or 250 milligrams of 
erythromycin. Tablets shall disintegrate 
within 1 hour. The moisture content 
is not more than 7.5 percent. The 
erythromycin used in making the batch 
conforms to the standards prescribed by 
§ 148e.l(a)(l) <i), (ii), (iii), (iv), (v). 
and (vii). Each other substance used, 
if its name is recognized in the U.S.P. or 
N.F., conforms to the standards pre¬ 
scribed therefor by such official com¬ 
pendium. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification; samples. 
In addition to the requirements of § 148.4 
of this chapter, each such request shall 
contain: 

(i) Results of tests and assays on: 

(a) The erythromycin used in making 
the batch for potency, toxicity, pH, mois¬ 
ture, residue on ignition, crystallinity, 
and identity. 

(b) The batch for potency, disinte¬ 
gration time, and moisture. 

(ii) Samples required: 

(a) The erythromycin used in making 
the batch: 10 packages, each containing 
500 milligrams. 

(b) The batch: 

(1) For all tests except disintegration 
time: A minimum of 30 tablets. 

(2) For disintegration time: 6 tablets. 

(c) In case of an initial request for 
certification, each other ingredient used 
in making the batch: 1 package, of each, 
containing not less than 5 grams. 

(4) Fees. $0.75 for each tablet sub¬ 
mitted in accordance with subparagraph 

(3) (ii ) (b)(1) of this paragraph; $3.00 
for all tablets submitted in accordance 


with subparagraph (3) (ii) (b) (2) of this 
paragraph; $4.00 for each package sub¬ 
mitted in accordance with subparagraph 
(3) (ii) (a) and (c) of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency. Proceed as directed in § 148e.l 
(b) (1), except prepare the sample in the 
following manner: Blend a representative 
number of tablets in a high-speed glass 
blender with 100 milliliters of absolute 
methyl alcohol. Add 400 milliliters of 
0.1 M potassium phosphate buffer, pH 8.0, 
and blend again for 2 to 3 minutes. The 
erythromycin base content is satisfactory 
if it is not less than 90 percent and not 
more than 120 percent of the number of 
milligrams that it is represented to con¬ 
tain. 

(2) Moisture. Proceed as directed in 
§ 141a.26(e) of this chapter. 

(3) Disintegration time. Proceed as 
directed in § 141a.9(c) (2) of this chapter. 

§ 148e.27 Erythromycin stearate tab¬ 
lets. 

(a) Requirements for certification — 

(1) Standards of identity, strength, 
quality, and purity. Erythromycin stea¬ 
rate tablets are tablets composed of 
erythromycin stearate, with suitable and 
harmless buffer substances, diluents, 
binders, lubricants, colorings, and flavor¬ 
ings. It may contain suitable sulfona¬ 
mides. The potency of each tablet is 75 
milligrams, or 100 milligrams, or 125 
milligrams, or 250 milligrams of erythro¬ 
mycin. Tablets shall disintegrate within 
1 V 2 hours, except tablets containing sul¬ 
fonamides shall disintegrate within 2 V 2 
hours. The moisture content is not more 
than 7 percent. The erythromycin stea¬ 
rate used in making the tablets conforms 
to the standards prescribed by § 148e.6 
(a) (1). Each other substance used, if its 
name is recognized in the U.S.P. or N.F., 
conforms to the standards prescribed 
therefor by such official compendium. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification; samples. 
In addition to the requirements of § 148.4 
of this chapter, each such request shall 
contain: 

(i) Results of tests and assays on: 

(a) The erythromycin stearate used 
in making the batch for potency, toxicity, 
pH, moisture, residue on ignition, crystal¬ 
linity, and identity. 

(b) The batch for potency, moisture, 
and disintegration time. 

(ii) Samples required: 

(a) The erythromycin stearate used in 
making the batch: 10 containers, each 
consisting of not less than 500 milli¬ 
grams. 

(b) The batch: 

(1) For all tests except disintegration 
time: A minimum of 30 tablets. 

(2) For disintegration time: 6 tablets. 

(c) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each containing not less than 5 grams. 

(4) Fees. $0.75 for each tablet sub¬ 
mitted in accordance with subparagraph 

(3)(ii)(b)U) of this paragraph; $3.00 
for all tablets submitted in accordance 
with subparagraph (3) (ii) (b) (2) of this 
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paragraph; $4.00 for each package sub¬ 
mitted in accordance with subparagraph 
(3) (ii) (a) and (c) of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency. Proceed as directed in § 148e.26 
(b)(1). The erythromycin stearate con¬ 
tent is satisfactory if it is not less than 
90 percent nor more than 120 percent of 
the number of milligrams of erythro¬ 
mycin that it is represented to contain. 

(2) Moisture. Proceed as directed in 
§ 141a.5(a> of this chapter. 

(3) Disintegration time. Proceed as 
directed in § 141a.9(c) (2) of this chapter. 

§ 148e.28 Erythromycin estolate tablets 
with sulfonamides. 

(a) Requirements for certification — 

(1) Standards of identity, strength, 
quality, and purity. Erythromycin esto- 
late tablets with sulfonamides are tab¬ 
lets composed of erythromycin estolate, 
with suitable and harmless buffer sub¬ 
stances. diluents, binders, lubricants, 
colorings, and flavorings, and suitable 
sulfonamides. The potency of each tab¬ 
let is 125 milligrams of erythromycin. 
Tablets shall disintegrate within 1 hour. 
The moisture content is not more than 
4.0 percent. The erythromycin estolate 
used conforms to the standards pre¬ 
scribed by § 148e.5(a) (1). Each other 
substance used, if its name is recognized 
in the U.S.P. or N.F., conforms to the 
standards prescribed therefor by such 
official compendium. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification; samples. 
In addition to the requirements of § 148.4 
of this chapter, each such request shall 
contain: 

(i) Results of tests and assays on: 

(a) The erythromycin estolate used in 

making the batch for potency, toxicity, 
moisture, pH, crystallinity, and Identity. 

<b) The batch for potency, disintegra¬ 
tion time, and moisture. 

(ii) Samples required: 

(a) Erythromycin estolate used in 
making the batch: 10 packages, each 
containing not less than 300 milligrams. 

<b) The batch: 

(1) For all tests except disintegration 
time: A minimum of 30 tablets. 

(2) For disintegration time: 6 tablets. 

<c) In case of an initial request for 

certification, each other ingredient used 
in making the batch: One package, of 
each containing not less than 5 grams. 

(4) Fees . $0.75 for each tablet sub¬ 

mitted in accordance with subparagraph 

(3) (ii) (b) (I) of this paragraph; $3.00 
for all tablets submitted in accordance 
with subparagraph (3) (ii) (5) (2) of this 
paragraph; $4.00 for each package sub¬ 
mitted in accordance with subpara¬ 
graphs (3) (ii) (a) and (c) of this para¬ 
graph. 

(b) Tests and methods of assay —(1) 
Potency. Proceed as directed in § 148e.5 
(b)(1), except prepare the sample in the 
following manner: Blend a representa¬ 
tive number of tablets in a high-speed 
glass blender for 2 to 3 minutes in 100 
milliliters of methyl alcohol. Add 400 
milliliters of 0.1 M potassium phosphate 
buffer, pH 8.0, and blend again for 2 to 


3 minutes. The erythromycin estolate 
content is satisfactory if it is not less 
than 90 percent nor more than 120 per¬ 
cent of the number of milligrams of 
erythromycin that it is represented to 
contain. 

(2) Moisture. Proceed as directed 
in § 141a.26(e) of this chapter. 

(3) Disintegration time. Proceed as 
directed in § 141a.9(c) of this chapter. 

§ 148e.29 Erythromycin ethylsuccinate 
chewable tablets. 

(a) Requirements for certification — 

(1) Standards of identity, strength, 
quality, and purity. Erythromycin ethyl¬ 
succinate chewable tablets are tablets 
composed of erythromycin ethylsucci¬ 
nate, suitable and harmless diluents, 
binders, buffers, colorings, and flavorings. 
The potency of each tablet is equivalent 
to either 100 milligrams of erythromycin 
or 200 milligrams of erythromycin. The 
moisture content is not more than 5 per¬ 
cent. The crystalline erythromycin 
ethylsuccinate used conforms to the 
standards prescribed by § 148e.7(a) (1) 

(i), (iii), (iv), <v), (vi), and (vii). Each 
other ingredient used, if its name is rec¬ 
ognized in the U.S.P. or N.F., conforms 
to the standards prescribed therefor by 
such official compendium. 

(2) Labeling. It shall be labeled in 
accordance with § 148.3 of this chapter. 
The expiration date is 12 months. 

(3) Request for certification; samples. 
In addition to the requirements of 
§ 148.4 of this chapter, each such request 
shall contain: 

(1) Results of tests and assays on: 

(a) The erythromycin ethylsuccinate 
used in making the batch for potency, 
toxicity, moisture, pH, residue on igni¬ 
tion, identity, and crystallinity. 

(b) The batch for potency and 
moisture. 

(ii) Samples required: 

(a) The erythromycin ethylsuccinate 
used in making the batch: 10 packages, 
each consisting of 500 milligrams. 

(b) The batch: A minimum of 30 
tablets. 

(c) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each, containing approximately 5 grams: 

(4) Fees. $4.00 for each package in 
the samples submitted in accordance 
with subparagraph (3)(ii) (a) and (c) 
of this paragraph; $0.75 for each tablet 
in the sample submitted in accordance 
with subparagraph (3)(ii)(b) of this 
paragraph. 

(b) Tests and methods of assay —(1) 
Potency. Proceed as directed in § 148e.l 
(b)(1) of this chapter, except prepare 
the sample in the following manner: 
Blend a representative number of tab¬ 
lets in a high-speed glass blender with 
50 milliliters of absolute methyl alcohol 
per tablet. Further dilute to the refer¬ 
ence point with 0.1 M potassium phos¬ 
phate buffer, pH 8.0. Its potency is 
satisfactory if the tablets contain not 
less than 90 percent nor more than 120 
percent of the number of milligrams of 
erythromycin that it is represented to 
contain. 

(2) Moisture. Proceed as directed in 
.§ 141a.5(a) of this chapter. 


§ 148e.30 Erythromycin estolate chew- 
able tablets. 


(a) Requirements for certification — 
(1) Standards of identity, strength, 
quality, and purity. Erythromycin esto¬ 
late chewable tablets are tablets com¬ 
posed of erythromycin estolate, and suit¬ 
able and harmless diluents, binders, buf¬ 
fers, colorings, and flavorings. The 
potency of each tablet is equivalent to 
125 milligrams of erythromycin. The 
moisture content is not more than 4 per¬ 
cent. The erythromycin estolate used In 
making the batch conforms to the stand¬ 
ards prescribed by § 148e.5(a) (1). Each 
other substance used, if its name is rec¬ 
ognized in the U.S.P. or N.F., conforms 
to the standards prescribed therefor by 
such official compendium. 

(2) Labeling. It shall be labeled in 
accordance with § 148.3 of this chapter. 
The expiration date is 12 months. 

(3) Request for certification; samples. 
In addition to the requirements of § 148.4 
of this chapter, each such request shall 
contain: 

(i) Results of tests and assays on: 

(a) The erythromycin estolate used in 
making the batch for potency, toxicity, 
moisture, pH, crystallinity, and identity. 

(b) The batch for potency and mois¬ 
ture. 

(ii) Samples required: 

(a) The erythromycin estolate used in 
making the batch: 10 packages, each 
consisting of not less than 300 milli¬ 


grams. 

(b) The batch: A minimum of 30 
tablets. 

(c) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each, containing 5 grams. 

(4) Fees . $4.00 for each package in 
the samples submitted in accordance 
with subparagraph (3) <ii) (a) and (c) 
of this paragraph; $0.75 for each tablet 
in the sample submitted in accordance 
with subparagraph (3) (ii) (b) of this 
paragraph. 

(b) Tests and methods of assay— { (l) 
Potency. Proceed as directed in 
§ 148e.28(b) (1). The erythromycin 
estolate content is satisfactory if it is not 
less than 90 percent nor more than 115 
percent of the number of milligrams oi 
erythromycin that it is represented to 
contain. . ^ 

(2) Moisture. Proceed as directed m 
§ 141a.26(e) of this chapter. 

§ 148c.31 Erythromycin qphilialmic 
ointment. 


(a) Requirements for certificaho^T 
(1) Standards of identity, atrenflrf/bflJJ* “ 
ity, and purity. Erythromycin ophtnai- 
mic ointment is erythromycin in a suii 
ble and harmless ointment base, haci 
gram of ointment contains 5 t 

of erythromycin. The moistiuc coi- - 
is not more than 1 percent. The 
thromycin used conforms to the ^ 
ards prescribed by § 148e.l<a> (1) J 
(ii), (iii). (iv). (v), and (v\l). EaC 
other substance used, if its name » 
ognized in the U.S.P. or NJ 1 , conforms 
to the standards prescribed theref 
such official compendium. , 

(2) Labeling. It shall be labeled m 
accordance with the requirements 
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§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification ; samples. 
In addition to the requirements of § 148.4 
of this chapter, each such request shall 

contain: 

(1) Results of tests and assays on: 

(a) The erythromycin used in making 
the batch for potency, toxicity. pH. mois¬ 
ture, residue on ignition, crystallinity, 
and identity. 

(b) The batch for potency and mois¬ 
ture. 

(ii) Samples required: 

(a) The erythromycin used in making 
the batch; 10 packages, each containing 
500 milligrams. 

(b) The batch: A minimum of 5 im¬ 
mediate containers. 

(c) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each, containing 5 grams. 

(4) Fees. $4.00 for each immediate 
container or package of the sample sub¬ 
mitted in accordance with subparagraph 
(3) (ii) of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency. Proceed as directed in § 148e.l4 
(b)(1). Its potency is satisfactory if it 
is not less than 90 percent nor more than 
120 percent of the number of milligrams 
of erythromycin that it is represented to 
contain. 

(2) Moisture. Proceed as directed in 
§14ia.8<b) of this chapter. 


PART 148j—NOVOBIOCIN 

Sec. 

148J.1 Sodium novobiocin. 

148J 2 Calcium novobiocin. 

148J.3 Sodium novobiocin tablets. 

148J.4 Calcium novobiocin-sulfamethizole 
tablets. 

148J.5 Calcium novobiocin oral suspension. 

148J.6 | Reserved! 


Authority: The provision of this Part 148J 
issued under sec. 507. 59 Stat. 463, as amended 
70 Stat. 785, 786, 787; 21 US.C.A. 357. 

§ H8j.l Sodium novobiocin. 

(a) Requirements for certification — 
<1) Standards of identity, strencfth. 
Quality, and purity. Sodium novobiocin 
Js the crystalline monosodium salt of a 
Kind of novobiocin or a mixture of two 
or more such salts. It is so purified and 
dried that: 

<i) Its potency is not less than 800 
toicroRrams of novobiocin per milligram, 
calculated on an anhydrous basis. 

(ii) It Is sterile. 

^ii ) It is nonpyrogenic. 

(iv> It is nontoxic. 

(v) moisture content is not more 

than 6.0 percent. 

ok P R hi a solution containing 
milligrams per milliliter is not less 
man 6.5 and not more than 8.5. 

(Vil) 1ft Its residue on Ignition is not less 
‘an io.o percent and not more than 
11 -5 percent. 

specific rotation in an acid- 
methy] alcohol solution at 25° C. is not 

_ 58 ° an “~ 50 ° and not more than 

bn2f! When dissolved in O.lAf sodium 
idpn!uL i demonstrates a positive color 
soinnlS ^ 111 a saturated aqueous 
l0n °* ^.2,6-trichloroquinoneimine. 


(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3(b) of this chapter. Its expira¬ 
tion date is 12 months. 

(3) Request for certification ; samples. 
In addition to the requirements of 
§ 148.4 of this chapter, each such request 
shall contain: 

(i) Results of tests and assays on the 
batch for potency, sterility, pyrogens, 
toxicity, moisture, pH, residue on igni¬ 
tion, specific rotation, identity, and 
crystallinity. 

(ii) Samples required: 

(a) For all tests except sterility: 10 
packages, each containing approximate¬ 
ly 600 milligrams. 

(b) For sterility testing: 10 packages, 
each containing approximately 500 mil¬ 
ligrams. 

(4) Fees. $5.00 for each container 
submitted in accordance with subpara¬ 
graph (3)(ii)(a) of this paragraph; 
$10.00 for all samples submitted in ac¬ 
cordance with subparagraph (3) (ii) (b) 
of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency —(i) Cylinders (cups). Use 
cylinders described in § 141a.1(a) of this 
chapter. 

(ii) Culture media. Use ingredients 
that conform to the standards pre¬ 
scribed in the U.S.P. or N.F., if such 
name appears in either compendium. 

(a) Make nutrient agar for the seed 
layer and for carrying the test organism 
as follows: 


Peptone- 6.0 gm. 

Pancreatic digest of casein_ 4.0 gm. 

Yeast extract_ 3.0 gm. 

Beef extract_ 1.5 gm. 

Dextrose_ 1.0 gm. 

Agar....15.0 gm. 

Distilled water, q.a_1,000 ml. 

pH 6.5 to 6.6 after sterilization. 

(b) Make nutrient agar for the base 
layer as follows: 

Peptone _ 6.0 gm. 

Yeast extract_ 3.0 gm. 

Beef extract_ 1.5 gm. 

Agar . 15.0 gm. 

Distilled water, q.s_ 1,000 ml. 

pH 6.5 to 6.6 after sterilization. 


In lieu of preparing the media from the 
individual ingredients specified in this 
subdivision, they may be made from a 
dehydrated mixture which, when recon¬ 
stituted with distilled water, has the 
same composition as such media. Minor 
modification of the individual ingredients 
specified in (a) and (b) of this subdivi¬ 
sion are permissible if the resulting 
media possess growth-promoting proper¬ 
ties at least equal to the media described. 

(ill) Working standard. Dissolve vol- 
umetrically a suitable weighed quantity 
(30 milligrams to 50 milligrams) of the 
working standard, dried as described in 
§ 141a.5(a) of this chapter, in 2 milli¬ 
liters of absolute ethyl alcohol and then 
add sufficient O.lAf potassium phosphate 
buffer, pH 7.8 to 8.0, to give a concentra¬ 
tion of 1,000 micrograms of novobiocin 
per milliliter. This stock solution may 
be kept for 30 days when stored under 
refrigeration. 

(lv) Preparation of sample. Dissolve 
the accurately weighed sample in suffi¬ 
cient O.lAf potassium phosphate buffer, 
pH 7.8 to 8.0, to give a stock solution of 
convenient concentration. Further di¬ 


lute in 1.0 percent potassium phosphate 
buffer, pH 6.0, to give a final concentra¬ 
tion of 0.5 microgram of novobiocin per 
milliliter (estimated). 

(v) Preparation of test organism. 
The test organism is Staphylococcus epi - 
dermidis (ATCC 12228), which is main¬ 
tained on slants of agar described in sub¬ 
division (ii) (a) of this subparagraph. 
Wash the organism from a recently in¬ 
cubated slant with 3 milliliters of sterile 
U.S.P. saline T.S. onto a large agar sur¬ 
face. such as that provided by a Roux 
bottle containing 300 milliliters of agar. 
Use sterile glass beads to aid in spreading 
the organism over the entire agar sur¬ 
face of the Roux bottle. Incubate 16 
hours to 24 hours at 32° C. to 35° C. 
Wash the resulting growth from the agar 
surface with 50 milliliters of sterile 
U.S.P. saline T.S. Standardize the re¬ 
sulting bulk suspension so that a 1:25 
dilution in U.S.P. saline T.S. will give 25 
percent light transmission, using a suit¬ 
able photoelectric colorimeter with a 
580-millimicron filter and a 13-milli¬ 
meter diameter test tube as an absorption 
cell. Run test plates to determine the 
quantity of the adjusted bulk suspension 
(usually 1.0 milliliter) to be added to 
each 100 milliliters of agar that will give 
clear, sharp zones of Inhibition of appro¬ 
priate size. 

(vi) Preparation of plates. Add 21 
milliliters of the agar prepared as de¬ 
scribed in subdivision (ii) ( b ) of this sub- 
paragraph to each Petri dish (20 milli¬ 
meters x 100 millimeters). Distribute the 
agar evenly in the plates, cover with 
porcelain tops glazed on the outside, and 
allow to harden. Use plates the same 
day they are prepared. Melt a sufficient 
amount of agar described in subdivision 
(ii) (a) of this subparagraph, cool to 48° 
C. f add the proper amount of the test 
organism bulk suspension as described in 
subdivision (v) of this subparagraph, and 
mix thoroughly. Add 4 milliliters of this 
inoculated agar to each Petri dish. Dis¬ 
tribute the seed agar evenly in the plates, 
cover again, and allow to harden. After 
the agar has hardened, place 6 cylinders 
on the agar surface so that they are at 
approximately 60 9 intervals on a 2.8- 
centimeter radius. 

(vii) Standard curve. Prepare the 
daily standard curve by further diluting 
the 1,000 micrograms per milliliter stock 
solution in 1 percent potassium phos¬ 
phate buffer, pH 6.0, to obtain concen¬ 
trations of 0.32. 0.40, 0.50, 0.625, and 
0.78 microgram of novobiocin per milli¬ 
liter. Use three plates for the deter¬ 
mination of each point on the curve, 
except the 0.5 microgram per milliliter 
concentration, a total of 12 plates. On 
each of three plates, fill alternately three 
cylinders with the 0.5 microgram per 
milliliter standard, and fill the other 
three cylinders with the concentration 
under test. Thus, there will be thirty- 
six 0.5 microgram determinations and 
nine determinations for each of the other 
points on the curve. After the plates 
have incubated, read the diameters of 
the circles of inhibition. Average the 
readings of the 0.5 microgram per milli¬ 
liter concentration and the readings of 
the point tested for each of three plates, 
and average also all 36 readings of the 
0.5 microgram per milliliter concentra- 
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tions. The average of the 36 readings 
of the 0.5 microgram per milliliter con¬ 
centration is the correction point for the 
curve. Correct the average value ob¬ 
tained for each point to the figure it 
would be if the 0.5 microgram per milli¬ 
liter reading for that set of three plates 
were the same as the correction point. 
Thus, if in correcting the 0.4-microgram 
concentration, the average of the 36 
readings of the 0.5-microgram concen¬ 
tration is 20.0 millimeters, and the 
average of the 0.5-microgram concen¬ 
tration of this set of three plates is 19.8 
milliliters, the correction is -f-0.2 milli¬ 
meter. If the average reading of the 
0 4 -microgram concentration of these 
same three plates is 19.0 millimeters, the 
corrected value is 19.2 millimeters. 
Plot these corrected values, including the 
average of the 0.5 microgram per milli¬ 
liter concentration, on two-cycle semilog 
paper, placing the concentration in 
mjprograms per milliliter on the log- 
arthmic scale and the diameter of the 
zone of inhibition on the arithmetic 
scale. Draw the standard curve through 
these points either by inspection or by 
means of the fallowing equations : 


5 

_ 3e + 2 d-fc-a 

H =- 5 > 

where: , , 

L— Calculated zone diameter for the lowest 
concentration of the standard curve; 

H= Calculated zone diameter for the high¬ 
est concentration of the standard 
curve; 

C—Average zone diameter of 36 readings 
of the 0.6 microgram per milliliter 
standard; 

a, b,d, e—Corrected average values for the 
0.32, 0.40, 0.625, and 0.78 microgram 
per milliliter standard solutions, 
respectively. 

Plot the values obtained for L and II and 
connect with a straight line. 

(viii) Assay. Use three plates for 
each sample. Pill three cylinders on 
each plate with the standard 0.5 micro¬ 
gram per milliliter solution and three 
cylinders with the 0.5 microgram per 
milliliter (estimated) sample, alternat¬ 
ing standard and sample. Incubate all 
plates, including those containing the 
standard curve, at 32° C.-35° C. over¬ 
night, and measure the diameter of each 
circle of inhibition. To estimate the 
potency of the sample, average the zone 
readings of the standard and the zone 
readings of the sample on the three 
plates used. If the sample gives a larger 
zone size than the average of the stand¬ 
ard, add the difference between them to 
the 0.5 microgram per milliliter zone on 
the standard curve. If the average 
sample value is lower than the standard 
value, subtract the difference between 
them from the 0.5 microgram per milli¬ 
liter value on the standard curve. From 
the curve, read the potencies correspond¬ 
ing to these corrected values of zone sizes. 

(2) Sterility. Use 500 milligrams, or 
the entire contents if less than 500 milli¬ 
grams, from each immediate container 
tested, and proceed as directed in § 141a.2 
of this chapter, except that neither 
penicillinase nor the control tube is used 
in the test for bacteria, and use 50 milli¬ 


grams in lieu of 500 milligrams in the 
test for yeasts and molds. Adjust the 
pH of the Sabouraud medium to 7.4 with 
NaOH. 

(3) Pyrogens. Proceed as directed In 
§ 141aD of this chapter, using as a test 
dose ID milliliter per kilogram of a solu¬ 
tion prepared by diluting the sample to 
10 milligrams of novobiocin per milliliter 
with sterile, pyrogen-free U.SP. saline 

T. S. 

(4) Toxicity. Proceed as directed in 
§ 141a.4 of this chapter, except use sterile 

U. S.P. saline TJ5. as a diluent, and ad¬ 
minister a test dose of 0.5 milliliter of a 
solution containing 4 milligrams of novo¬ 
biocin per milliliter. 

(5) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 

(6) pH. Proceed as directed in 
§ 141a.6(b) of this chapter, using a solu¬ 
tion containing 25 milligrams of sodium 
novobiocin per milliliter. 

(7) Residue on ignition. Proceed as 
directed in § 141e.401(g) of this chapter. 

(8) Specific rotation. Accurately 
weigh approximately 1.25 grams of the 
sample in a 25-milliliter glass-stoppered 
volumetric fiask. Prepare an acid- 
methyl alcohol solution by diluting 1.0 
milliliter of concentrated hydrochloric 
acid to a volume of 100 milliliters with 
absolute methyl alcohol and mix well. 
Dissolve the sample in about 15-milll- 
liters of the acid-methyl alcohol solu¬ 
tion. Adjust to volume with the acid- 
methyl alcohol solution and mix well. 
Transfer the solution to a 200-millimeter 
tube, and determine the angular rota¬ 
tion in a suitable polarimeter. using so¬ 
dium light or a 5893 Angstrom filter. 
Calculate the specific rotation on the 
anhydrous basis. 

(9) Identity. (1) Using O.lAf aqueous 
sodium borate as a diluent, prepare 10 
milliliters of a solution containing the 
equivalent of 1 milligram (approximate) 
of novobiocin per milliliter. 

(11) Prepare a saturated aqueous solu¬ 
tion of N,2,6-trichloroquinoneimine by 
shaking continuously for 30 minutes in 
a dark bottle 25 milligrams of N,2,6- 
trichloroquinoneimine in 100 milliliters 
of distilled water. Let stand 2 hours 
after shaking. Store in the dark bottle. 

(ill) Add 1.0 milliliter of the saturated 
NDD-trichloroquinoneimine solution to 
4 milliliters of the novobiocin solution. 
Mix well and heat in a water bath at 37° 
C. for 10 minutes. The development of 
a blue color is a positive test for the 
presence of novobiocin. To 2 milliliters 
of the blue solution, add 2 milliliters of 
N-butyl alcohol and shake well. A 
green color should develop in the butyl 
alcohol layer. To the other 2-milliliter 
portion of the blue solution, add 2 milli¬ 
liters of benzene (c,p.), and shake well. 
A pink color should be developed in the 
benzene layer. 

(10) Crystallinity . Proceed as di¬ 

rected in § 141a.5(c> of this chapter. 

§ 118j.2 Calcium novobiocin. 

(a) Requirements for certification— 

(1) Standards of identity, strength, 
quality, and purity. Calcium novobiocin 
is the crystalline calcium salt of a kind of 
novobiocin or a mixture of two or more 
such salts. It is so purified and dried 
that: 


(1) Its potency is not less than 800 
micrograms per milligram, expressed in 
terms of novobiocin on an anhydrous 
basis. 

(ii) It is nontoxic. 

(iii) Its moisture content is not more 
than 10 percent. 

(iv) Its pH in a saturated aqueous 
suspension containing 25 milligrams per 
milliliter is not less than 6.5 and not 
more than 8.5. 

(v) Its specific rotation in an add- 
methyl alcohol solution at 25° C. is not 
less than -50° and not more than -58 9 . 

(vi) It demonstrates a positive color 
identity test. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3(b) of this chapter. Its expira¬ 
tion date is 12 months . 

(3) Request for certification; samples. 
In addition to the requirement of 
§ 148.4 of this chapter, each such request 
shall contain: 

(1) Results of tests and assays on the 
batch for potency, toxicity, moisture, 
pH, specific rotation, identity, and 
crystallinity. 

(ii) Samples required: 10 packages, 
each containing approximately 500 mil¬ 
ligrams. 

(4) Fees. $4.00 for each container In 
the sample submitted in accordance with 
subparagraph (3) (11) of this paragraph. 

(b) Tests and methods of assay— (1) 
Potency. Proceed as directed in § 148J.1 
(b) (1), except prepare the stock solution 
of the sample by dissolving in 5 millilit¬ 
ers of absolute ethyl alcohol and then 
diluting with sufficient O.lAf potassium 
phosphate buffer, pH 8.0, to give a final 
concentration of 1,000 micrograms (esti¬ 
mated) per milliliter. Dilute an aliquot 
of the stock solution with 1 percent po¬ 
tassium phosphate buffer, pH 6.0, to an 
estimated concentration of 0.5 micro- 
gram per milliliter. 

(2) Toxicity. Proceed as directed in 
§ 14la.4 of this chapter, except use ster¬ 
ilized UPP. saline TJS. as the diluent, 
and inject 0.5 milliliter of a solution con¬ 
taining the equivalent of 2 milligrams 
of novobiocin per milliliter. 

(3) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 

(4) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using a satu¬ 
rated aqueous solution prepared by sus¬ 
pending 25 milligrams o f calcium 
novobiocin per milliliter. 

(5) Specific rotation. Proceed as di¬ 
rected in § 148j.l(b) (8). 

(6) Identity. Proceed as directed in 
§ 148j.l(b) (9). 

(7) Crystallinity. Proceed as di¬ 
rected in § 141a.5(c) of this chapter. 


§ 143j.3 Sodium novobiocin tablet-. 

(a) Requirements for certification —■ 
(1) Standards of identity, strengtn, 
quality, and purity. Sodium novobiocin 
tablets are tablets that contain sodium 
novobiocin, with or without one or moi 
suitable and harmless buffer substance., 
diluents, binders, and lubricants. Eac 
tablet contains 125 milligrams or 
milligrams of novobiocin. The 
milligram tablet contains 375 niilligi 
of sulfamethizole. Its moisture c0 ‘ 
than 3 npreent. The talM - 
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disintegrate within 1 hour. The sodium 
novobiocin used conforms to the stand¬ 
ards prescribed by § 148j.l(a) (1) (I), 
(iv). (v), (vi), (vii), (viii), and (ix). 
Each other substance used, if its name is 
recognized in the U.S.P. or N.P., shall 
conform to the standards prescribed 
therefor by such official compendium. 

(2) Labeling. It shall be labeled in 
accordance with § 148.3 of this chapter. 
Its expiration date is 12 months. 

(3) Request for certification; samples. 
In addition to the requirements of § 148.4 
of this chapter, each such request shall 
contain: 

<i> Results of tests and assays on: 

(a) Sodium novobiocin used in making 
the batch for potency, toxicity, moisture, 
pH, residue on ignition, specific rotation, 
identity, and crystallinity. 

(b) The batch for potency, moisture, 
disintegration time. 

(ii) Samples required: 

(a) Sodium novobiocin used in making 
the batch: 10 packages, each containing 
approximately 500 milligrams. 

( b ) The batch: 

(J) For all tests except disintegration 
time: Minimum of 30 tablets. 

(2) For disintegration-time: Six tab¬ 
lets. 

(c) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each, containing approximately 5 grams. 

(4) Fees. $0.75 for each tablet in the 
sample submitted in accordance with 
subparagraph (3) (ii) (b)(1) of this para¬ 
graph; $3.00 for all tablets in the sample 
submitted in accordance with subpara¬ 
graph (3) (ii) (b) (2) of this paragraph; 
$4.00 for each immediate container sub¬ 
mitted in accordance with subparagraph 

(3)(li) (a) and (c) of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency. Proceed as directed in § 148j.l 
(b)(1), except prepare the sample by 
placing a representative number of tab¬ 
lets in a high-speed glass blender with 
sufficient O.lAf potassium phosphate buf¬ 
fer, pH 7.8 to 8.0, to give a stock solution 
of convenient concentration. The con¬ 
tent of novobiocin is satisfactory if it is 
not less than 90 percent and not more 
than 120 percent of the number of mil¬ 
ligrams that it is represented to contain. 

(2) Moisture. Proceed as directed in 
5141a.5<a) of this chapter. 

<3) Disintegration time. Proceed as 
directed in § 141a.9(c) of this chapter. 

§ l48j.4 Calcium novobiocin-sulfa- 
mctliizole tablets. 

(a) Requirements for certification — 
'll Standards of identity , strength , 
Quality, and purity . Calcium novobio- 
cm-sulfamethizole tablets are tablets 
composed of calcium novobiocin and sul- 
temethizole, with one or more suitable 
harmless colorings, binders, diluents, 
ana lubricants. Each tablet contains 
m<iv milligrams of novobiocin and 250 
^Ingrams of sulfamethizole. Its mois- 
rAn! conte nt is not more than 10.0 per- 
h nt - Th e tablets disintegrate within 1 
n The ca l ci um novobiocin used 
stan darcU> prescribed by § 148j.- 
^ (1) °* this chapter. Each other sub- 
rr Jp e Use ^* H its name appears in the 
• . or N.Fconforms to the standards 


prescribed therefor by such official com¬ 
pendium. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification; samples. 
In addition to the requirements of § 148.4 
of this chapter, each such request shall 
contain: 

(i) Results of tests and assays on: 

(a) The calcium novobiocin used in 
making the batch for potency, toxicity, 
moisture, pH, specific rotation, identity, 
and crystallinity. 

(b) The batch for potency, moisture, 
and disintegration time. 

(ii) Samples required: 

(a) The calcium novobiocin used in 
making the batch: 10 packages, each 
containing approximately 500 milli¬ 
grams. 

(b) The batch: 

(1) For all tests except disintegration 
time: Minimum *>f 30 tablets. 

(2) For disintegration time: Six 
tablets. 

(c) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each, containing not less than approxi¬ 
mately 5 grams. 

(4> Fees. $4.00 for each container in 
the samples submitted in accordance 
with subparagraph (3) (ii) (a) and (c) 
of*this paragraph; $0.75 for each tablet 
submitted in accordance with subpara¬ 
graph (3) (ii ) (b)(1) of this paragraph; 
$3.00 for all tablets submitted in accord¬ 
ance with subparagraph (3) (ii) (b) (2) 
of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency . Blend a representative num¬ 
ber of tablets in a high-speed glass 
blender for 3 to 5 minutes with sufficient 
absolute ethyl alcohol to give a stock 
solution of convenient concentration. 
Proceed further as directed in § 148J.2 
(b)(1). The content of novobiocin is 
satisfactory if It is not less than 90 per¬ 
cent and not more than 120 percent of 
the number of milligrams that it is rep¬ 
resented to contain. 

(2) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 

(3) Disintegration time. Proceed as 
directed in § 141a.9(c) of this chapter. 

§ l48j.5 Calcium novobiocin oral sus¬ 
pension. 

(a) Requirements for certification — 
(1) Standards of identity , strength . 
quality , and purity. Calcium novobiocin 
oral suspension is a suspension contain¬ 
ing calcium novobiocin and one or more 
suitable and harmless diluents, preserva¬ 
tives, suspending agents, surfactants, 
flavorings, and colorings in purified 
water. Each milliliter contains 25 milli¬ 
grams of novobiocin. The pH is not less 
than 6.0 and not more than 7.5. The 
calcium novobiocin used conforms to the 
standards prescribed by § 148j.2(a) (1) 
(i). (ii), (iv), and (vi). If sodium novo¬ 
biocin is reacted with a suitable calcium 
salt to form calcium novobiocin, the 
sodium novobiocin used conforms to the 
standards prescribed by § 148j.l(a) (1) 
(i), (iv), (vi), (vii), (viii), and (ix). 


Each other substance used, if its name is 
recognized in the U.SP. or NJF 1 ., con¬ 
forms to the standards prescribed there¬ 
for by such official compendium. 

(2) Labeling. It shall be labeled in 
accordance with § 148.3 of this chapter. 
Its expiration date is 12 months. 

(3) Request for certification; samples. 
In addition to the requirements of 
§ 148.4 of this chapter, each such request 
shall contain: 

(1) Results of tests and assays on: 

(a) The calcium novobiocin used in 
making the batch for potency, toxicity, 
pH, crystallinity, identity, and specific 
rotation. If sodium novobiocin is used 
in making the batch: Potency, toxicity, 
pH, residue on ignition, specific rotation, 
identity, and crystallinity. 

(b) The batch for potency and pH. 

(ii) Samples required: 

(a) The calcium novobiocin or the 
sodium novobiocin used in making the 
batch: 10 packages, each containing ap¬ 
proximately 500 milligrams. 

(b) The batch: Minimum of 5 im¬ 
mediate containers. 

(c) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each, containing not less than 5 grams. 

(4) Fees. $4.00 for each package in 
the samples submitted in accordance with 
subparagraph (3) (ii) of this paragraph. 

(b) Tests and methods of assay —(1) 
Potency. Remove a representative sam¬ 
ple of the syrup with a suitable syringe, 
place into a high-speed glass blender 
with sufficient absolute ethyl alcohol to 
give a concentration (estimated) of 1,000 
micrograms per milliliter. Blend for 3 
to 5 minutes. Proceed further as di¬ 
rected in § 148j.2(b) (1). Its novobiocin 
content is satisfactory if it contains not 
less than 90 percent and not more than 
120 percent of the number of milligrams 
that it is represented to contain. 

(2) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using the 
undiluted syrup. 


PART 148o—PAROMOMYCIN 

Sec. 

1480.1 Paromomycin sulfate. 

1480.2 Paromomycin sulfate capsules. 

1480.3 Paromomycin sulfate syrup. 

Authority: The provisions of this part 

148o.3 issued under sec. 507, 59 Stat. 463. as 
amended 76 Stat. 785, 786, 787; 21 U.S.C.A. 
357. 

§ 148o.l Paromomycin sulfate. 

(a) Requirements for certification — 
(1) Standards of identity , strength , qual¬ 
ity, and purity. Paromomycin sulfate is 
the sulfate salt of a kind of paromomycin 
or a mixture of two or more such salts. 
It is a creamy-white to light-yellow 
powder. It is so purified and dried that: 

(i) Its potency is not less than 675 
micrograms per milligram on an anhy¬ 
drous basis. 

(ii) It is nontoxic. 

(iii) Its moisture content is not more 
than 5.0 percent. 

(iv) The pH of a 3.0 percent acqueous 
solution is not less than 5.0 and not more 
than 7.5. 
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(v) Its specific rotation at 25° C. in 
water is not less than -j-50° and not more 
than -f 55° on an anhydrous basis. 

(vi) Its residue on ignition is not more 
than 2.0 percent. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 148.3(b) of this chapter. Its expira¬ 
tion date is 12 months. 

(3) Request for certification ; samples. 
In addition to the requirements of 
§ 148.4 of this chapter, each such request 
shall contain: 

(i) Results of tests and assays on the 
batch for potency, toxicity, moisture, pH, 
specific rotation, and residue on ignition. 

(ii) Samples of the batch: 10 packages, 
each containing approximately 500 milli¬ 
grams. 

(4) Fees. $4.00 for each container in 
the sample submitted in accordance with 
subparagraph (3) (ii) of this paragraph. 

(b) Tests and methods of assay—( 1) 
Potency . Use either of the following 
methods: 

(i) Plate assay using Staphylococcus 
epidermidis —(a) Cylinders (cups'). Use 
cylinders described in § 141a.1(a) of this 
chapter. 

(b) Culture media. Use ingredients 
that conform to the standards prescribed 
by the U.S.P. or N.F. 

U) Make nutrient agar for maintain¬ 
ing the test organism as follows: 


Peptone_ 60 gm* 

Pancreatic digest of casein- 4.0 gm. 

Yeast extract_ 3.0 gm. 

Beet extract_ 1-6 8™* 

Dextrose_ 10 gm. 

Agar. 16.0 gm. 

Distilled water, q.s- 1,000.0 ml. 


pH 6.5 to 6.6 after sterilization. 

In lieu of preparing the medium from 
the individual ingredients specified in 
(b)U) of this subdivision, it may be 
made from a dehydrated mixture which, 
when reconstituted with distilled water, 
has the same composition of such 
medium. Minor modifications of the 
individual ingredients specified in (b) 
(I) of this subdivision are permissible if 
the resulting medium possesses growth- 
promoting properties at least equal to the 
medium described. 

(2) Use the nutrient agar described in 
this subsection for the seed layer and 
base layer, except that its pH after 
sterilization is 7.8 to 8.0. 

(c) Working standard. Dry approxi¬ 
mately 30 milligrams of the working 
standard for 3 hours at 60° C. and a 
pressure of 5 millimeters or less. Deter¬ 
mine the weight of the dried standard 
and dissolve in sufficient O.lAf potassium 
phosphate buffer, pH 8.0, to give a con¬ 
centration of 1,000 micrograms of paro¬ 
momycin per milliliter. This stock so¬ 
lution may be kept in the refrigerator 
for 3 weeks. 

(d) Preparation of sample. Dissolve 
the sample in sufficient O.lAf potassium 
phosphate buffer, pH 8.0, to give a con¬ 
venient stock solution. Further dilute 
in O.lAf potassium phosphate buffer, pH 
8.0, to give a final concentration of 1.0 
microgram per milliliter (estimated). 

(e) Preparation of test organism. 
The test organism is Staphylococcus epi¬ 
dermidis (ATCC 12228), which is main¬ 
tained on slants or agar described in 


(b)(1) of this subdivision. Wash the 
organism from the agar slant with 3 mil¬ 
liliters of sterilized U.SJP. saline T.S. 
onto a large agar surface such as that 
provided by a Roux bottle containing 
300 milliliters of the agar described in 
(b)(1) of this subdivision. Spread the 
suspension of organisms over the entire 
agar surface with the aid of sterile glass 
beads. Incubate for 24 hours at 32° C.- 
35° C., and then wash the resulting 
growth from the agar surface with 50 
milliliters of sterilized U.SP. saline T.S. 
Standardize the suspension, so that a 
1:25 dilution will give 25 percent light 
transmission, using a suitable photo¬ 
electric colorimeter with a 580-millimi¬ 
cron filter and a 13-millimeter diameter 
test tube as an absorption cell. Run 
plates to determine the quantity of the 
adjusted bulk suspension (usually 0.16 
milliliter) that should be added to each 
100 milliliters of agar to give clear, sharp 
zones of inhibition of appropriate size. 

(/) Preparation of plates. Add 21 
milliliters of the agar prepared as de¬ 
scribed in (b) (2) of this subdivision to 
each Petri dish (20 millimeters x 100 
millimeters). Distribute the agar evenly 
in the plates and allow it to harden. Use 
plates the same day they are prepared. 
Melt a sufficient amount of agar de¬ 
scribed in (b) (2) of this subdivision, cool 
to 48° C., add the proper amount of the 
test organism as described in (e) of this 
subdivision, and mix thoroughly. Add 
4 milliliters of this inoculated agar to 
each Petri dish. Distribute the agar 
evenly in the plates, cover, and allow to 
harden. After the agar has hardened, 
place 6 cylinders on the agar surface so 
that they are at approximately 60° inter¬ 
vals on a 2.8-centimeter radius. 

(g) Standard curve. Prepare the 
daily standard curve by further diluting 
the 1,000 micrograms per milliliter stock 
solution in O.lAf potassium phosphate 
buffer, pH 8.0, to obtain concentrations 
of 0.64, 0.80, 1.00, 1.25, and 1.56 micro¬ 
grams per milliliter. The 1.0-microgram 
per milliliter solution is the reference 
concentration. Use three plates for the 
determination of each point on the curve, 
except the 1.0-microgram per milliliter 
concentration, a total of 12 plates. On 
each of three plates fill three cylinders 
with the 1.0 microgram per milliliter 
standard and the other three cylinders 
with the concentration under test 
Thus, there will be thirty-six 1-micro¬ 
gram determinations and 9 determina¬ 
tions for each of the other points on the 
curve. After the plates have incubated 
overnight at 32° C.-35 0 C.. read the diam¬ 
eters of the circles of inhibition in the 
plates. Average the readings of the 1.0 
microgram per milliliter concentration 
and the readings of the point tested for 
each set of three plates, and average also 
all 36 readings of the 1.0 microgram per 
milliliter concentration. The average of 
the 36 readings of the 1.0 microgram per 
milliliter concentration is the correction 
point of the curve. Correct the average 
value obtained for each point to the fig¬ 
ure it would be if the 1.0 microgram per 
milliliter reading for that set of three 
plates were the same as the correction 
point. Thus, if in correcting the 0.80- 
microgram concentration, the average 


of 36 readings of the 1.0-microgram con¬ 
centration were 20.0 millimeters, and the 
average of the 1.0-microgram concentra¬ 
tion of this set of three plates were 19.8 
millimeters, the correction would be -fO.2 
millimeter. If the average reading of 
the 0.80-microgram concentration of the 
same three plates were 19.0 millimeters, 
the corrected value would be 19.2 milli¬ 
meters. Plot these corrected values, in¬ 
cluding the average of the 1.0 microgram 
per milliliter concentration, on 2-cycle 
semilog paper, using the concentration in 
micrograms per milliliter as the ordinate 
(the logarithmic scale) and the diameter 
of the zone of inhibition as the abscissa. 
Draw the standard curve through these 
points, either by inspection or by means 
of the following equations: 

3a + 2b4-c — e 


„_3e+2d-fc-a 

H = - & - • 

where: 

L = Calculated zone diameter for the lowest 
concentration of the standard cur.e; 

H —Calculated zone diameter for the high¬ 
est concentration of the standard 
curve; 

c=Average zone diameter of 36 readings 
of the 1.0 microgram per milliliter 
standard; 

a , t>, d, e= Corrected average values for the 
0.64, 0.80, 1.25, and 1.56 micrograms 
per milliliter standard solutions, 
respectively. 


Plot the values obtained for L and H and 
connect with a straight line. 

(h) Assay. Use three plates for each 
sample. Fill three cylinders on each 
plate with the standard 1.0 microgram 
per milliliter solution and three cylinders 
with the 1.0 microgram per milliliter 
(estimated) sample, alternating stand¬ 
ard and sample. Incubate all plates, 
Including those containing the standard 
curve, at 32° C.—35° C. overnight, and 
measure the diameter of each circle of 
inhibition. To estimate the potency of 
the sample, average the zone readings of 
the standard and the zone readings of 
the sample on the three plates used. If 
the sample gives a larger zone size than 
the average of the standard, add the 
difference between them to the 1.0 micro- 
gram per milliliter zone on the standard 
curve. If the average sample value is 
lower than the standard value, subtract 
the difference between them from the 
1.0 microgram per milliliter value on tne 
curve. From the standard curve, read 
the potencies corresponding to these cor¬ 
rected values of zone sizes. 

(ii) Plate assay using Bacillus suotuis- 
As an alternative method, proceed as 
directed in § 141b.l01 (a) through oi 


this chapter, except that: ,... 

(a) In lieu of the directions in * 
101(b) of this chapter, prepare the nutri¬ 
ent agar for the base and seed layer- 
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stituted with distilled water, has the same 
composition of such medium. Minor 
modifications of the individual ingredi¬ 
ents specified are permissible if the re¬ 
sulting medium possesses growth-pro¬ 
moting properties at least equal to the 
medium described. 

(b) Prepare the working standard 
stock solution as directed in subdivision 

(i) (c) of this subparagraph, and in lieu 
of the concentrations for the standard 
curve as prescribed in § 141b.101(d) of 
this chapter, prepare concentrations of 
1.28, 1.60, 2.00, 2.50, and 3.12 micrograms 
per milliliter from the stock solution and 
use 2.00 micrograms per milliliter con¬ 
centration as the reference point. 

<c) In lieu of the directions in § 141b.- 
101 (e) of this chapter, dilute the sample 
to a final concentration of 2.0 micro¬ 
grams (estimated) per milliliter. 

(2) Toxicity . Proceed as directed in 
§ 141d.305(b) of this chapter, except ad¬ 
minister 0.5 milliliter of a solution of the 
drug in sterilized distilled water con¬ 
taining 8.0 milligrams per milliliter. 

(3) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 

(4) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using a 3.0 
percent aqueous solution. 

(5) Specific rotation. Accurately 

weigh approximately 1.25 grams of the 
sample into a 25-milliliter volumetric 
flask. Dissolve in a few milliliters of 
water, add water to volume, and mix. 
Transfer the solution to a 200 -millimeter 
tube and determine the angular rotation 
in a suitable polarimeter, using a sodium 
light or a 5,893 Angstrom filter. Calcu¬ 
late the specific rotation on an anhydrous 
basis. s 

(6) Residue on ignition. Place ap¬ 
proximately 1 gram of the sample, ac¬ 
curately weighed, in a tared, metal-free 
procelain crucible, and add 2 milliliters 
of concentrated HcSO*. Completely char 
on low flame, raising the temperature 
gradually until fumes of SO 3 disappear. 
Ignite at a dull-red heat or in a muffle 
furnace at 1,100° F„ cool, and weigh. 

§ 148o.2 Paromomycin sulfate capsules. 

<a). Requirements for certification — 
<1) Standards of identity , strength , 
Quality, and purity. Paromomycin sul¬ 
fate capsules is paromomycin sulfate en¬ 
closed in a suitable and harmless gela¬ 
tin capsule. Each capsule contains 250 
QfiUigrams of paromomycin. The mois¬ 
ture content is not more than 7.0 per¬ 
cent. The paromomycin sulfate used 
conforms to the standards prescribed 
therefor by 5 1480 . 1 (a)( 1 ). 

( 2 ) Labeling. It shall be labeled in 
accordance with the requirements of 
No. lie— pt.n- 5 
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§ 148.3 of this chapter. Its expiration 
date is 12 months. 

(3) Request for certification; samples. 
In addition to the requirements of § 148.4 
of this chapter, each such request shall 
contain: 

(1) Results of tests and assays on: 

(a) The paromomycin sulfate used in 
making the batch for potency, toxicity, 
moisture, pH, specific rotation, and resi¬ 
due on ignition. 

(b) The batch for potency and mois¬ 
ture. 

(ii) Samples required: 

(a) The paromomycin used in making 
the batch: 10 packages, each containing 
approximately 500 milligrams. 

(b) The batch: A minimum of 30 cap¬ 
sules. 

(c) In case of an initial request for 
certification, each other ingredient used: 
One package of each, containing not 
less than 5 grams. 

(4) Fees. $0.75 for each capsule in 
the sample submitted in accordance with 
subparagraph (3) (ii) (b) of this para¬ 
graph; $4.00 for each package in the 
samples submitted in accordance with 
subparagraph (3) (ii) (a) and (c) of this 
paragraph. 

(b) Tests and methods of assay —(1) 
Potency. Proceed as directed in § 148o.l 
(b)(1), except prepare a stock solution 
of convenient concentration by pooling 
the entire contents of a representative 
number of capsules in an appropriate¬ 
sized volumetric flask and dissolve with 
0.1M potassium phosphate buffer, pH 
8.0. The paromomycin content is satis¬ 
factory if it contains not less than 90 
percent and not more than 125 percent 
of the number of milligrams that each 
capsule is represented to contain. 

(2) Moisture. Proceed as directed in 
§ 141a.5(a) of this chapter. 

§ 1 18o.3 Paromomycin sulfate syrup. 

(a) Requirements for certification — 
(1) Standards of identity, strength, 
quality, and purity. Paromomycin sul¬ 
fate syrup is a syrup that contains paro¬ 
momycin sulfate and one or more suit¬ 
able and harmless solvents, flavorings, 
colorings, preservatives, and buffers in 
water. It contains a quantity of sucrose 
sufficient to make a syrup. Each milli¬ 
liter contains 25 milligrams of paromo¬ 
mycin per milliliter. Its pH is not less 
than 7.5 and not more than 8.5. The 
paromomycin sulfate used conforms to 
the requirements of § 148o.l(a) (1) (i), 
(ii), (iv), (v), and (vi). Each other sub¬ 
stance used, if its name is recognized In 
the U.S.P. or N.P., conforms to the 
standards prescribed therefor by such 
official compendium. 
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(2) Labeling. It shall be labeled in ac¬ 
cordance with the requirements of § 148.3 
of this chapter. Its expiration date is 
12 months. 

(3) Request for certification; samples. 
In addition to the requirements of § 148.4 
of this chapter, each such request shall 
contain: 

(1) Results of tests and assays for: 

(a) The paromomycin sulfate used in 
making the batch for potency, toxicity, 
pH, specific rotation, and residue on 
ignition. 

(b) The batch for potency and pH. 

(ii) Samples required: 

(a) The paromomycin sulfate used in 
making the batch: 10 packages, each 
containing approximately 500 milligrams. 

(b) The batch: Minimum of 5 im¬ 
mediate containers. 

(c) In case of an initial request for 
certification, each other ingredient used 
in making the batch: One package of 
each, containing not less than 5 grams. 

(4) Fees. $4.00 for each package in 
the samples submitted in accordance 
with subparagraph (3) (ill) of this para¬ 
graph. 

(b) Tests and methods of assay —(1) 
Potency. Proceed as directed in § 148o.l 
(b)(1), except prepare the sample for 
assay by removing an appropriate aliquot 
of the syrup with a suitable syringe and 
transfer to an appropriate volumetric 
flask. Dilute to volume with distilled 
water and mix well. Make proper esti¬ 
mated dilutions of an aliquot to the pre¬ 
scribed reference point with 0.1 AT potas¬ 
sium phosphate buffer, pH 8.0. The 
potency is satisfactory if it contains not 
less than 90 percent and not more than 
130 percent of the number of milligrams 
of paromomycin that it is represented to 
contain. 

(2) pH. Proceed as directed in 
§ 141a.5(b) of this chapter, using the 
undiluted sample. 

It is not deemed necessary to provide 
notice of proposed rulemaking in the case 
of the two new antibiotic drugs not in¬ 
cluded in the notice published in the 
Federal Register May 2, 1963, since 
these are formulations of the basic anti¬ 
biotic drug included in the proposal. 

Effective date. This order shall be¬ 
come effective 60 days from the date of 
its publication in the Federal Register. 

(Sec. 507, 59 Stat. 483 as amended; 21 UJ3.C. 
357) 

Dated: June 4, 1064. 

Geo. P. Larrick, 

Commissioner of Food and Drugs. 

(FJEt. Doc. 64-5746; Filed. Juno 12, 1964; 

8:49 a.m.] 
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